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NOTICE OF PESTICIDE: .
. . Ferm of Issuance:
X_Registration
Reregistration Conditional

(under IFRA, as amended)

EFFITIX™ PLUS Topical
Solution for Dogs

Name and Address of Regislrant (include ZIP Codc):

Virbac Animal Health, Inc.
P.O Box 162059
Fort Worth, TX 76161

On the basis of information furnished by the registrant, the above named pesticide is hereby regisiered//reregistered under the Federal Inseeticide, Fungicide
and Rodenticide Act.

Registration is in no way 10 be construcd as an cndorsement or recommendation of this product by the Ageney. In order to protcet heallk and the
cnvironment, the Administralor, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Aet. The acceptance
of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right 1o exclusive use of the name

or 10 its usc if it has been covered by others.

This product is conditionally registered in accordance with section 3(c)(7)(A) of FIFRA provided
that you:

1. Submit and/or cite all data required for registration of your product under section 3(c)(5) of FIFRA
when the Agency requires all registrants of similar products to submit such data; and submit
acceptable responses required for reregistration pf your product under section 4 of FIFRA.

2. Submit within 12 months of the date of issuance of this Registration Notice, acceptable guideline
studies for Storage Stability study (OPPTS GLN: 830.6317) and Corrosion Characteristics study
(OPTS GLN: 830.6320) for this product.

3. Change the product registration number to “EPA Reg. No. 2382-192”

(continued on page 2)

Signaturc of Approving Qfficial: Date:
See page 2 _ FEB 2 1 2013

Richard Gebken, Product Manager (10)
Insecticide Branch, Registration Division (7505P)

EPA Fonn 8570-6
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Conditions of acceptance
1. This registration is now time-limited and expires two years from the date of this letter.

2. Please consider limiting the formulations of this product to one basic confidential statement of
formula. The Agency may require this in the future and no additional alternate formulations or
minor formulation amendments will be approved for this product in the future.

3. You must submit quarterly enhanced incident reports and quarterly sales information in doses
sold for this product beginning April 1, 2013.

Please flag any Confidential Business Information as such. Enhanced incident reporting should
be submitted to the Product Manager. Quarterly sales information should be submitted to the
Registration Division, Immediate Office (attn: Kaitlon Keller).

The following is a list of information that must be included in the quarterly reports for each
incident:

EPA Registration Number

Product name (brand name)

Lot#

Where purchased: internet, store, veterinarian
Active Ingredient(s)

Weight range for product

Date on which incident occurred. (mm/dd/yyyy)
State in which the incident occurred. (standard 2 letter abbreviation)
Registrant case #

Species: dog, cat, other (specify)
Breed: (as reported by pet owner)
Age: months or years

Sex: M, F, or neutered

Weight: pounds

Primary Route of Exposure: demmal, oral, other animal, inhalation, other

Body System: neurological, dermatological, GI, respiratory, ocular, other

Major signs noted with separate column for each sign, using standard terminology
Time to Onset: (hours, days)

Treated by veterinarian: yes or no

First time product used: yes or no

Misuse: use on incorrect species, overdose, too frequent dosing, other (describe)
Any known precondition

EPA Severity Code: death, major, moderate, minor

Outcome: died, recovered, still treated, unknown

4. Along with the enhanced incident reporting, you must submit an analysis of the incidents seen, to
include the following details:
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All incidents should be reported inciuding ali minor dermat and ocular irritation reports.

Summary table for dogs showing number of incidents of each severity code for each
route of exposure. Each incident should only be reported once. 1f one incident has
several routes of exposure, the order should be ocular > oral > dermal. In other words, an
incident with both oral and dermal exposure would be reported as oral exposure, and an
incident with both ocular and oral exposure would be reported as ocular exposure.

A similar summary table for cats (misuse or secondary exposure) showing number of
incidents of each severity code for each route of exposure.

Summary tabie for dogs and table for cats showing number of incidents that are believed
due to secondary exposure (e.g., multi-pet households).

A summary tabie for dogs showing number of incidents for each severity code for these
age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 vr, 3 yr, 4 yr, 5 yr,
6yr, 7yr, 8 yr, S yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr, >15 yr.

A summary table showing the number of dog incidents for each severity code for each
pet weight range on the product iabel.

A summary table for dog weight showing number of incidents for each product weight
range. This table should show number of incidents in dogs weighing less than that
product weight range, number of incidents in dogs in lower haif of weight range, number
of incidents in dogs in upper half of weight range, and dogs weighing more than the
product weight range.

Table showing number of incidents for each dog breed.

Tabie showing number of incidents in dogs for each clinical sign.

Table showing number of incidents in dogs for each organ system.

Report aggregate incidents, but do not combine moderate and minor incidents.

If these conditions are not complied with, the registration will be subject to canceliation in accordance
with FIFRA sec. 6{e). Your release for shipment of the product constitutes acceptance of these
conditions. If EPA determines that future mitigation measures are necessary for all spot-on products,
the Agency will inform registrants and if needed, EPA may take regulatory action. If you have any
questions contact Driss Benmhend at 703-308-9525 or by e-mail at: Benmhend.driss@epa.gov.

N e

Richard Gebken

Product Manager 10,
Insecticide Branch
Registration Division (7505P)

Enclosure: Label Stamped “with Comments”

Page 3 of 3



; ( ACCEPTED
) with COMMENTS

In EE% I_fttfr ,éaﬁed

Fungicide. and Rodentigide A,

Virbac’s Master Label as amended. for the peticide

registered under EPA Rbe. No,
Date 21 February 2013 Version US-20 EPA Reg. No. 2382-xxx ~1a7

Fipronil+Permethrin+Pyriproxyfen Topical Solution for Dogs

Ynderthe Federat }nbt.:{it.‘idc.

Optional Text Appea _rls_ IIﬁBrackets
EFFITIX' ™ PLUS TtoricaL soLUTION FOR DOGS

Front, back and side panels

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING 5 T0 10.9 LBS,
WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89
TO 132 LBS).

Front panel and Back Panel

ACTIVE INGREDIENTS:
Fipronil... e e e e e ey e
Permethnn
Pyriproxyfen... et bt

TOTAL: . e eetEbete et vt oot are ger bed b s pad Seh4eeate tap aaeaaesensnnsn ras 2rasertae nns pannrnnnnansenenrensenesneneneans 100.0%
clsflrans ratlo maxlmum 55 (i} ¢is and minimum 45% () trans

KEEP OQUT OF REACH OF CHILDREN

CAUTION
READ ENTIRE LABEL BEFORE EACH USE
Back Panel

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
HAZARDS TO HUMANS

Harmful if swallowed or absorbed through the skin. Causes eye irrilation. Avoid conlact with skin, eyes, or clothing. Wash hands
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. Remove
and wash contaminated clothing before reuse.

HAZARDS TC DOMESTIC ANIMALS
For external use on dogs CNLY,
Symbol on Front Panel/ Symbol and text on Back panel

DO NOT USE Ol CATS ~ IF INGESTEQ BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS
PRODUCT MAY HAVE SERIQUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN
IMMEDIATELY.

Back Panel

Do not use on puppies under 8 weeks of age. Individual sensitivilies, while rare, may occur after using ANY pesticide product. Dogs
may expenence some lemporary iritation at the site of product application. If signs of sensitivity occur, bathe your pet with mild soap
or shampaoo and rinse with large amounts of water. If signs of sensitivity ocour and persist, contact a veterinanian immediately. If your
dog has an unusual reaction te the initia application, consull a veteninarian before repeating application. Centain medicalions can
interact with pesticides. Consull 2 veterinarian before using on medicaled, debilitated, aged, pregnant or nursing dogs, or animals
known 1o be sensilive Lo pesticide products.
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Back Panel (single presentation on insert)

FIRST AIC

IF SWALLOWED: = Call a poison control center o doctor immediately for treatment advice.

= Have person sip a glass of water if able to swallow,

= (o net induce vomiting unless told to do so by a poison control center or doclor.
« Qo not give anything to an unconscious gerson.

IF IN EYES: +«  Hold eye open and rinse slowly and gently with waler for 15-20 minutes,
+«  Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
+  Call a poison control center or doctor for treatment advice.

tF ON SKIN CR = Take off contaminated ¢lothing.

CLOTHING : =  Rinse skin immedialely wilh plenty of waler for 15-20 minutes.

¢ Call a poison control center or doctor for treatment advice,

Have product container or label with you when calling a poison controt center or doctor, or going for treatment.
You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency
medical tregtment information or pesticide incidents.

Inside flap {single presentation insert only)

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner incensistent with its labelling. Do not allow children to apply product.
TO PREVENT HARM TO YOU AND YOUR 0OG, READ ENTIRE LABEL ANGC DIRECTIONS BEFORE EACH USE. FOLLOW ALL
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON OO0GS ONLY. 0O NOT USE ON
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PURPIES ONLY. Oo not use on dogs and puppies under § weeks of age. Do not split tubes
hetween dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose formulated for the
weight of your dog. Overdosing your dog can resutt in serious illness. 0o not bathe your dog within the first 24 hours after the
product has been applied. If your dog is exhibiting signs of andfor is being treated for skin problems, talk to your veterinarian before
applying any topical flea and tick control product.

0o not apply more often than once a [per] month {every 30 days).
For use on OOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and mosquitoes; to kill flea eggs, pupae and

larvae, lice, and to aid in control of mites; to repel and prevent blood feeding by biting flies. Apply monthly according to directions for
use.

APPLICATION DIRECTIONS
1. Remove one applicator from packaging.
Held applicator upright and remove cap.
2, Invert cap and place other end back onto applicator tip.

Push cap down to break seal.
Remove cap priof to treatment application.

3. Part dog's hair until skin is visible.

Place applicater tip directly against exposed skin.

3a. For small dogs and puppies 8 weeks old or otder weighing 5§ to 10.9 Ibs or weighing 11 to 22.9 Ibs- Deposit
entire contents by squeezing the entire applicator contents onto dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

b, For medium dogs 23-44.9 Ibs or large dogs 45-88.9 |bs- Apply the product evenly to three spots on the dog's back,
starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 3b,
squeezing the applicator until empty.

3c. For extra large dogs 89-132 |bs- Apply the product evenly to four spots on the dog's back, starting between the
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3¢, squeezing the
applicator until empty.

Ensure that EFFITIX™ Plus Topical Solution for Dogs is not applied superficially on dog'’s hair.
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Insert

FREQUENCY OF APPLICATION

Fleas, flea £905, flea pupae, flea larvae, ticks, [biting and chewing) and lice infestations can be controlled with monthly applications
of EFFITIX™ Plus Topical Solulion for Dogs. Biling flies and mosquiloes ate |also] repelled by EFFITIX™ Plus Topical Solution for
Bogs.

Fleas: EFFITIX™ Plus Topical Solution for Dogs can start killing adult fleas within & hours and lasts for Jup to] three months against
adult fleas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD}, or if re-
infestation is Iikg}!‘y.

Ticks: EFFITIX™ Plus Topical Solution for Dogs can kill ticks for at least a month, Apply monthly where tick control is consistently
needed.

Lice: EFFITIX™ Plus Topical Solution for Oogs can kill biting and chewing lice for [up to] 2 month, Apply monthly where lice control
is consistenly needed,

Mites: EFFITIX™ Plus Topical Solution for Dogs aids in Jthe] control of [satcoptic mange)/[mite infeslations that may cause sarcoptic
mange}, -

Biting flles and Mosquitoes: When applied monthly, EFFITIX™ Plus Topical Solution for Dogs |prevents blood feeding byl [and]
|repels] biting flies and mosquitoes for up to 4 weeks [a [one} monlh}, Kills mosquitoes for up to four weeks (a [one) month}.

Notes: Wait at least 30 days before re-application of EFFITIX™ Plus Topical Solution for Dogs. Avoid contact with treated area until
dry.

Back Pane! {single presentation on insert]

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.
STORAGE: Store unused product in original container only, out of reach of children and animals.
PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable, Do not reuse or refill this container. Offer for recycling, if available.
If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down any indoor or
ouldoor drain.

Inside Flap [single presentation on insert)

LIMITED WARRANTY AND DISCLAIMER 3
VIRBAC warrants this product only it is used, stored and handled in accordance with the [abel instructions. The buyers and users
are solely responsible for all risks of use and handling of this product when such use and handling are contrary to or differ from the

label instructions. To the extent permitted by applicable law, any damages arising from a breach of this watranty shall be limited to
direct damages only and shall not include any type of consequential damages.

How supplled: For easy and convenient application, EFFITIX™ Plus Topical Solution for Dogs is available in sizes for puppy/toy
dogs 8 weeks old or older and 5 to 10.9 lbs (0.017 0z)/(0.5 mL), small dogs t1 to 22.9 Ibs (0.034 ft 0z)/{1.0 mL), medium dogs 23-
44.9 1bs (0.088 f! oz]#{2.0 mL}, large dogs 45-88.9 lbs {0. 135 fl 02}/[4.0 mL}, and extra large dogs 89-132 lbs (0.203 fl 02)/(6.0mL),

Net Contents: 1 (3, 6 or 36) single-dose applicator(s) per package containing 0.5 mL, {1mL, 2mL, 4mL or 6mLy 0.017 fl oz, {0.034 1
oz, 0.068 fl oz, 0.135 fl vz, 0.203 ! 02} {of solution).

[Detachable) eatendar [monthly application} reminder stickers {with illustration of dog or puppy]

Back Pane! {single presentation on side panel}
EPA Reg. No. 2382-xxx
EPA Est. No. 23B2-FRA-1

VIRBAC AH, INC.

PO BOX 162059

FORT WORTH TX 76161
1-800-338-3659

Made in France

EFFITIX™ is a trademark of Virbac S.A.
Questions or comments? Call; 1-800-338-3659.
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Text for Front Panel, Back Panel, Inside Flap and Side Panel

See package insert(s) for directions for use and frequency of application
See package insert for directions for bse and storage and disposal

See package insert for frequency of application and storage and disposal
Open resealable label for directions for use

Open resealable label for directions for use and storage and disposal
See back panel for additional precautionary statements

See package insert(s) for frequency of application

See enclosed insert{s) for directions for use and storage and disposal
See enclosed insert(s) for directions for use

Lift here to open {UFT HERE TQ QPEN)

For tUse on Dogs ONLY

Use ONLY on dogs

See ingide flap for directions for use

Text for Foil of Blister package

Virbag

EFFITIX™ Plus Topicat Solution For Dogs

Only for use on dogs {5 to 10.21bs,11 to 22.2 Ibs, 23-44.2 Ibs, 45-88.2 1bs, 82-132 Ios)(0.017 0oz 0.034 fl 0z, 0.068 fl 0z, 0.135 fl oz,
0.203 floz) (0.5 mb, 1.0mbL, 2.0 mL, 4.0 mL, 5.0mL}

Contains fiproni {6.0%), permethrin {44.88%), and pyriproxyfen {1.8%)
KEEP OUT OF REACH OF CHILDREN

CAUTION

See full Iabel for additional directions

EPA Reg. No. 23820

DO NOT USE ON CATS

CAT PROHIBITION ICON

Text for Applicator Tube

Virbac

EFFITIX™Plus

Topical Solution For Dogs

Cnly for use on dogs

{510 10.8 Ibs, 11 to 22.9 Ibs 23-44.8 Ibs, 45-88.9 Ibs, 89-132 Ibsy

{0.017 fl 0z, 0.034 fl 0z, 0.068 fl 0z, 0.135 fl oz, 0.203 floz) {f (0.5 mL (1.0 mL, 2.0 mL, 4.0 mL, 6.0mLY
Contains fipronil {£.0%), permethrin {44.8%), and pyriproxyfen (1.8%)

KEEP OUT OF REACH OF CHILDREN
CAUTION

See full label for additional directions
00 NOT USE ON CATS

EPA Reg. No. 2382-0x

CAT PROHIBITION ICON

MARKETING CLAIMS

{Multiple infestationsl

«  For convenient, quick-acting, long-lasling, effective control of fleas, flea eggs, flea pupae, flea larvae, ticks, mosquitoes,
and lice,

«  [When] Applied topically on a monthly basis, EFFITIX™ Plus Topical Solution for Dogs repels and kills fleas, ticks and
mosquitoes, kills flea eggs, flea tarvae, [biting, chewing] lice, aids in the control of sarcoptic mites, and repels Jand inhibits
blood feeding byl biting flies and mosquitnes.

»  [When] Applied topically on a monthly basis, EFFITIX™ Plus Topical Solution for Dogs repels and kills fleas, ticks and
mosquitoes, kills flea eggs, flealarvae, {biting, chewing] lice, aids in the control of mites that may cause sarcoptic mange,
and repels Jand inhibits blood feeding byl biling flies and mosquitoes.

= For easy and convenient application, EFFITUX*™ Plus Topical Solution for Dogs is available in sizes for puppyhtoy dogs [8
weeks old or older] and 5 to 10.9 Ibs [0.17 fl ozk0.5 mL], small dogs 11 to 22.2 1bs 10.034 fl ozfl1.0 mL), medium dogs 23-
44.% Ibs {0.068 fi 0z] {2.0mL], large dogs 45-88.9 1bs {0.135 fl 0z] [4.0 mL], and extra large dogs 89-132 1bs [0.203 fl 0z]
]6.0 mL].

»  EFFITIX™ Plus Topical Solution for Dogs contains the active ingredients fipronil, parmethrin, and pyriproxyfen which
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel (against] biting flies, and repel
and kill mosquitoes.

Kills fleas, flea eggs, flea larvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes
Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and mosquitoes

Kills and repels ticks

For the control and prevention of flea, flea egg, flea pupae, flea larvae, Jand lice] infestations
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=  Research has shown that flea, flea egg, flea pu?ae, flea tarvae, tick [biting and chewing) lice infestations, can be
controlled with monm"ly applications of EFFITIX™ Plus Topical Solution for Dogs. Biting flies and mosquitoes are [also}
repeted by EFFITIX™ Plus Topica! Sclution for Dogs.

+  Effective monthly application against fleas, flea eggs, flea pupae, flea larvae, ticks and mosquitoes

+  Kills fleas, flea eggs, fiea larvae, ticks and mosquitoes for up to one month

+«  Monthly application is recommended for control and prevention of fleas, flea eggs, flea pupae, flea larvae, ticks and
mosquitoes

«  longtasting flea, flea egg, flea pupae, flea larvae, tick and mosquito control for your pet

«  EFFITEX™ Plus Topical Solution for Dogs is indicated for the prevention and contro! of fieas, flea eggs, flea pupas, flea
larvae, ticks, biting flies, mosquitoes, and lice on dogs 8 weeks of age and older

»  Helpsto relfieve your dog's pain [discomfori] by controlling flea, flea egg, flea pupae, flea larvae, tick and lice infestalions

»  Kils the vectors that may transmit Lyme disease, Rocky Mounlain spolted fever, babesiosis, anaplasmosis, ehriichiosis,
hepatozoonosis and heartworm disease.

»  Kilis fleas, flea eqggs, flea larvae, ticks, mosquitoes, lice, and atds in control of sarcoptic mites

«  Kils fleas, flea eggs, flea larvae, ticks, mosquitces, lice, and aids in cortrol of mites that may cause sarcoptic mange

»  Kills and repels fleas, ticks, and mosqyitoes.

[Fleas}

= Fleas: EFFITEX™ Plus Topica! Solution for Dogs can kill adutt fleas in 6 hours and adult fieas, flea eggs and flea larvae for

up tothree months. Apply monthly if your dog has fleas that may cause flea allergy dermalitis [FAD), or if reinfestation is
likety.

e Kills newly emerged adult fleas prior to egg laying
Fleas, flea 2ggs, and fiea larvae in the dog's environment are killed following contact with EFEITIX™ Plus Topical Solution
for Dogs
Prevents al! flea stages [adult fleas, flea eggs, flea pypae and flea larvae)
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae] for up to [3 months) [S0 days)
Cual Action: fiproni! and permethnin to kit adult fleas and pyriproxyfen to kill flea eggs and flea larvae
With pyriproxyfen (IGR]* to break [the| flea life cycle
*insect growth regulator
Kills flzas (within & hours] that may transmit bartonellosis, Jtularemnia) [and tapeworm)
Kills fleas [within 6 hours] that may transmit the following diseases: bartonellosis, [tularaemia) [and tapeworm infestations]
Kills fleas (wilkin 6 hours] that may transmit the following diseases: bartonellosis and tularemia
Rapid kil of fleas is important in the prevention of the following diseases: baronellosis and tularemia
Acts to kill fleas that may transmit the following disease: bartonellosis and tularemia
Kills fleas that may serve as an intermediate host for tapeworms [Dipylidilm caniium)
Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms
Kills fleas that may serve as hosts for life cycle intermediates of tapeworms
Kills [adut] fleas [within & hours) that may cause Flea Allergy Dermatitis |JFAD] (or] [flea-bite anemia)
Fleas do not have to bite to die
Controls highly Jirritating] (annoying] (flea] bites
EFFITIX™ Plus Topica! Solution for Cogs rapidy kits fleas that may cause FAD [Flea Allergy Dermatitis)
The successive feeding activily of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy
Cermatitis [FAD]
EFFITIX™ Plus Topical Sclution for Dogs Kills fleas and may reduce the incidence of Flea Allergy Dermatitis [FAD)
Kills fleas which [that) may cause flea-bite anemia
Effective monthly application against fieas, flea eggs, flea pupae, and flea larvag
Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae
Kills adu} fleas for up to one month [4 weeks)
Prevenls flea eggs from hatching or developing into larvae or adult stages [for up to [S0 days] [3 months])
Kills adut fleas, flea eggs, and flea larvae for up to three months [12 weeks[ however if your dog is susceptible to Flea
Allergy Demmalitis (FAD] it is recommended to use monthly
Kills fleas, flea eggs, and flealarvae
EFFITIX™ Plus Topica! Solution for Dogs kills fleas, flea eggs, flea pupae, and fiea larvae on your dog
Once a month topical fiea control for dogs and puppies 8 weeks of age or older
EFFITIX™ Pius Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, and
flea larvae on dogs and puppies 8 weeks of age and dlder
= Dne application prevents further flea infestations for up to [12 weeks] [three months). Apply monlhly if your dog has fleas
that may cause flea allergy dermalitis (FAD], or if reinfestation is likely.
Monthly treatrment [all vear) is recommended for contro! and prevention of fleas, flea eggs, flea pupae, and flea larvae
Provides ongoing protection against fleas and the following diseases: bartonellosis, (tularermia(land tapeworm infestations]
they may transmit for one manth
Stops existing flea infestations by rapidly killing adult fieas, flea eggs, and flea larvae
Kills fleas before they lay eggs
Stops existing flea infestations by killing adult fleas, flea eggs, and flea larvae
Prevents [Stops) re-infestations by killing adult fleas (before they lay eggs)
Treatment with EFFITIX™ Plus Topica! Solution for Dogs rapidly kills fieas which may cause flea allergic demmatitis [FAD]
or flea bite hypersensitivity
Controls flea problems
«  Provides flea protection
»  Use flea [prevention| [protection) year-round

[Flcks]
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Ticks: EFFITIX™ Plus Topical Solution for Dogs can kill ticks for [up to] at least ione] month, Apply monthly where tick
control is consistently needed.

Kills and repels all stages of Brown dog ficks, American dog ticks, Lone Star ticks, and Deer ticks that may transmit Lyme
disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis)

Kills ticks including Deer tigks [that may transmit Lyme disease and anaplasmosis), American dog ticks (that may transmit
Rocky Mountain Spotted Faver), Brown dog ticks [that may transmit ehrlichiosis], and Lone Star ticks [that may transmit
hepatozoonosis| for up to one month [4 weeks|

Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis], American dog ticks [that may transmit
Rocky Mountain Spotted Fever), and Brown dog ticks [that may transmit ehrlichiosis] for up to one month 14 weeks),

Kills Brown dog ticks [Rhpicephalus sppl, American dog ticks [Dermacentor vaniabilis], Deer ticks [fxodes spp] and

Lone Star ticks [Ambfyomma americanum] for up to one month [4 weeks].

Kills Lone Star ticks {Ambiyomma americanum) for 4 weeks Jfor up to one monthl.

Effective monthly application against ticks

[Mosquitoes and biting files]

* 8 &

* B & B & B & B & B &

Kills mosauitoes

Kills mosquitoes for up to 28 days {four weeks] [a [one] month}

Repels and inhibits blood feeding by biting flies and mosauitoes

Biting flies and mosquitoes: When applied monthly, EFFITIX™ Plus Topical Solution for Dogs [prevents blood feeding by)
[and] [repels) biting flies and mosquitoes for [up to] 4 weeks [a [one) month)

Repels and kills mosquitoes for up to four [4] weeks

Prevents blood feeding by mosquitoes

Repels and prevents linhibits} blood-feeding by biting fiies

Repels and kills mosquitoes often before they have a chance to take a blood meal

[{Prevents blood-feeding by] [Kills and repels}] mosquitoes

Repets biting flies

Repels [fannaoying](bothersomeifnuisance]} biting flies

Inhibits [lannoyinglibothersome {nuisanced] biting flies

[{Prevents]finhibits}] biood-feeding by biting flies

Kills mosguitoes that may carry heartworm disease

Repels and kills mosquitos [Culax spp, Dohferotalus spp, Aadas spp] which may vector heartworm [Dirofitarfa immitis] for
one month

JLice and Mites}

*.

& B & B & B & B B RN

}Others)

*
-

*

Lice: EFFITIX™ Plus Topical Solution for Dogs can kill biting and chewing lice for a [one} month. Apply monthly where lice
control is consistently needed.

Mites: [EFFITIX™ Plus Topical Solution for Dogs] aids in jthe] control of mites that may cause sarcoptic mange.
Mites: [EFFITIX™ Plus Topical Solution for Dogs) aids in [the] control of sarcoptic mites

EFFITIX™ Plus Topical Sclution for Dogs aids in (the) control of mites that may cause sarcoptic mange.
{When appliied monthly], EFFITIX™ Plus Topical Solution for Dogs aids in [the] control of sarcoptic mange.
Aids In [the] control of sarcoptic mange mite infestation

Kills chewing and biting lice

[Also] Kills lice and aids in control of mites that may cause sarcoptic mange

JAlso) Kills tice and aids in control of sarcoptic mites

Controls existing chewing/biting lice infestations

Kills Pbiting] [chewing]) lice

For controt and prevention of [[biting] [chewing)] lice [infestations)

Stops existing [[biting] [chewing]} lice infestations

Prevents and controls [[biting] [chewing)] lice [infestations]

Provides effective control of [[biting[ jchewing][ lice [infestations]

Kills [[biting] [chewing]] lice and prevents further infestations

For control and prevention of Jinfestation(fwith} [ biting] jchewingl] lice

1 {3, 6, 36} applicator(s) [ubefsli 0.5 mL [1.OmL, 20 mL, 4.0 mL, 6.0 mL)

1 (3, 6, 36) applicator(s} [lubafs]) 0.0t7 fl oz [0.034 fl oz, 0.058 fl oz, 0.135 fl oz, 0.203 fl 02)

1[3, 6, 36) applicator[s) [tube{s]} 0.017 floz [0.5 mL, [0.034 fl oz [L.OmL], 0.068 R oz [2.0 mL], 0.135 fl oz [4.0 mL}, 0.203
fl oz (6.0 mL))

1 [3, 6, 36} applicator[s} [tubels]] (each) containing 0.017 § oz [0.5mL] (0.034 floz ] .0 mL}, 0.068 floz [2.0 mL[, 0.135 1
oz [4.0 mL}, 0.203 fi oz [5.0 mL))

t (3, 6, 36} applicator(s) [tubels])

t (3, 6, 36) monthly dose(s) (application(s])

t (3, 6, 36) applicator(s) [tube(s]) 1 [3, 6, 36} month{ly) dose[s} (application{s}

DO NOT USE DN CATS

This product is only for use on dogs and puppies 8 weeks of age or older and weighing 5 to 10.8 Ibs, weighing 11 to 22.8
los, weighing 23 to 44,8 Ibs, weighing 45 to 88.9 Ibs, weighing 89 to 132 Ibs)

Easy and convenient application Japplications}

Remains effective for a [one] month [4 weeks] for fleas, flea eggs, flea larvae, flea pupae, ticks, mosguitoes and biting flies
Stops existing infestations and prevents establishment of new infestations for fleas and ticks

Reinfestation of fleas, tficks and mosquitoas, [biting, chewing] lice and biting flies is prevented for a [one} month
Convenient topical treatment for dogs

EPA Reg. No. 2382-xxx pape 6 of 7 — Pending Master labet Submitted February 21, 2013
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Quick onset of activity

Persistent efficacy through 30 days

Prevents [re-infestation for one month

Once monthly application

Quick drying, non-greasy

{Corwenient] {to use] Easy |to appiy] spot-on Jtopical] application
Fragrance Jodor] free

No noticeable odors

Single application {asts 4 weeks {one month] (30 days]

Easy to use applicator makes treatment simpte [trouble free, smooth|
Convenient, easy to apply topical solution

Corwenient, easy to apply and fragrance free topical solution

Starts working by {on] contact

|in} child-resistart packaging

Convenient [to use], easy to apply Jtopical solution]

EFFITtX™ Plus Topical Solution for Dogs remains effective after bathing, shampooing, water immersion, or sunlight
exposure.

Waterproof Jremains effective after bathing and swimming] for up to four weeks ]a month] Jone month]
Remains effective after exposure to sunlight

Remains effective even aftar bathing, water immersion, or exposure to rain or sunlight
Remains effective even after bathing {and swimming]

Remains effective after exposure to rain andfar surlight

Still works after bathing, swimming or exposure to sunlight

Mairtains residual efficacy after bathing and swimming

Remains effective after bathing [and swimming] [[for a month[ [for one morth] [for up to four weeks][
For dogs that enjoy the ouldoors

For indoor and outdoor dogs

Convenient topical treatment for dogs wha enjoy the outdoors
Formutated for dogs that love the outdoors

For dogs that enjoy the outdoors

Scid by veterinarians

{flustration of flea life cycle

lustration of tick life cycle

{Hustration of mosquito life cycle

{flustration of mite life cycle

lustration of touse life cycle

{Hustration of flea

tHustration of tick

{ustration of mosquito

{Hustration of mite

lustration of louse

Picture or fllustration of a dog {or puppy]

Picture or illustration of the Virbac logo

Picture or illustration of the primary package |applicator tubes]

* B & B RS

- B 8 8 B B S OB S OB R SR RSN E SR ERE RN
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: , WASHINGTON, D.C. 20460
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REGISTRATION BIVISION (7505P}
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BARCODE No.: 407438; DECISION No.: 468313 FILE SYMBOL No,: 2382-ROE:

PRODUCT NAME: Effitix TM Plus Topical Solution for Dogs; ;
PC Code(s): 129121, 129032 & 109701;  Action Code: R310; FOOD Use: No

DATE: January 25,2013

SUBJECT: Product Name: Effipro Plus Topical Solution for Dogs

FROM: Akiva Abramovitch, Ph.D.
Technical Review Branch / RD (7505P)
THROUGH: Shyam Mathur, Ph.D. o U (5

Product Chemistry Team Leader
Technical Review Branch/RD (7505P)

TO: Driss Benmehend/Richard Gebken, PM 10
Insecticide Branch/ RD (7505C)

Company Name: Virbac
Formulation Type: Spot-On Solution

INTRODUCTION:

The applicant has submitted an application for registration of a new end use product. In support of
the registration application, the registrant has submitted product chemistry data corresponding to
guideline 830 series, group A & group B (MRIDs 488963-01 through -08). The CSF of the basic
formulation (dated 07/15/2012) was submitted along with the product label. TRB has been asked to
determine the aceeptability of the product chemistry data and the proposed basic CSF dated October
15, 2012 and Alternate CSF #1 dated July 12, 2012.

SUMMARY OF FINDINGS:

1. Name of Active Ingredient: Fipronil (6.0%), permethrin (44.8%) and Pyriproxyfen (1.8%).

2. Has the registrant claimed substantial similarity to a registered product?

[] Yes; [X] No; if yes give the registration number of the cited product.

3. All the source materials for the active ingredients are derived from the registered sources:
[X] Yes; [ | No.

12



BARCODE No.; 407438, DECISION No.: 468313 FILE SYMBOL No.: 2382-ROE;
PRODUCT NAME: Effitix TM Plus Topical Solution for Dogs; ;
PC Code(s): 129121, 129032 & 109701:  Action Code: R310; FOOD Use: No

4. All inert ingredients have been screened by 1IAB and found to be approved for the proposed
labeled uses: [X] Yes; [ ] No.

5. Confidential Statement of Formula(s):

[X] Basic CSF Dated: July 12, 2012;
[X] Alternate CSF #1 Dated: July 15, 2012

6. Product label

a. Ingredient statement: Nominal concentration of Al listed on CSF(s) concur with product label
{PR Notice 91-2).

[X] Yes, if not, explain below:

Is the sub statement in compliance with PR Notice 97-6 (inert ingredient vs other ingredient)?
[X] Yes; [ ] No; if not, explain below:

Metallic equivalent: [ ] Yes [X] NA;
Soluble arsenic: [ JYes [X]NA
Isomeric ratios: [ ]Yes [X]NA
Acid equivalent: [ ]Yes [X]NA; {name} acid equivalent = xx %

b. Health related sub statements: Product contains?

Petroleum distillate at > 10%: [ ] Yes [X]No [ ]JNA
Methanol at > 4%: [ 1Yes [X]No [ ]JNA
Sodium nitrate/Sodium nitrite [ ] Yes [X]No [ ]NA

c. Physical chemical hazard statement: Product label requires a statement per 40 CFR §156.78
for: flammability, explosive potential or electric insulator breakdown?
[ JYes [X]No

ls the sub statement in compliance with PR Notice 98-6 (Total Release Fogger)?
[ ] Yes, [ ]No, [X] NA, if not, explain below:

d. Label requires an additional Storage and Disposal statement:
[ 1Yes [X]No

13



BARCODE No.: 407438; DECISION No.: 468313 FILE SYMBOL No.: 2382-ROE;
PRODUCT NAME: Effitix TM Plus Topical Solution for Dogs; :
PC Code(s): 129121, 129032 & 109701;  Aetion Code: R310; FOOD Use: No

7. Group A: Product Chemistry Data

TRB’s determination of the acceptability for the proposed product is listed in the tables below.

o Data submitted | TRp’s
Guideline _ Assessment
No. Study Title Yes No of Data MRID Nos.
Product Identity &
830.1550 | Composition X A 488963-01
Description of materials used
830.1600 | to produce the product X A 488963-01
Description of formulation
830.1650 | process X A 488963-01
Discussion on the formation
830.1670 | of impurities X A 488963-01
830.1700 | Preliminary analysis X A 488963-02
Standard
certified X A
Certified Limits
limits
(158.350) | Proposed Limits NA
Justification for
830.1750 wider limits NA 488963-01
Enforcement analytical A (HPLC
830.1800 | method X method) 488963-02

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver Request, | = In Progress,
NA = Not Applicable; U = Upgradeable

8. Group B:
Guideline | Study Title Value or Qualitative TRB’s MRID Nos.
No. Description Assessment
of Data
830.6303 | Physical State | Clear vellow oderless liquid | A 488963-03
830.6315 | Flammability | 97.3°C flashpoint A 488963-05

14



BARCODE No.: 407438; DECISION No.: 468313 FILE SYMBOL No.: 2382-ROE;
PRODUCT NAME.: Effitix TM Plus Topical Scolution for Dogs; ;
PC Code(s): 129121, 129032 & 109701;  Action Code: R310; FOOD Use: No
NA, not considered to be
830.6316 | Explodability | potentially explosive W
8307000 | pH 6.32 1% solution at 22 C A 438963-07
830.7300 | Density (units) | 1.1163 glem® A 488963-08

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver request,
NA = Not applicable, 1 = In progress, U = Upgradeable

CONCLUSIONS:

TRB has reviewed the CSF(s) and product chemistry data for the proposed end use product and
has concluded:

1. The proposed CSF for the basic formulation dated July 12, 2012 and the Alternate CSF #1
dated July 15, 2012 are acceptable

2. The data submitted corresponding to guidelines 830.1550 (product identity and composition),
830.1600 (description of materials used to produce the product) , 830.1650 (description of
formulation process), 830.1670 (discussion on the formation of impurity), 830.1750 (certified
limits), and 830.1800 (enforcement analytical method) are acceptable.

3. The product chemistry data submitted corresponding to guidelines 830.6302 (color), 830.6303
(physical state), 830.6304 (odor), 830.6314 (oxidation/reduction), 830.6315 (flammability),
830.6316 (explodability), 830.7000 (pH), 830.7100 (viscosity), and 830.7300 (density) are

acceptable.

4. The storage stability (guideline 830.6317) and corrosion characteristics (guideline 830.6320)
studies were not submitted and will be conducted. These physical/chemical properties are
required and it is recommended that observations should be made at 0, 3, 6, 9, and 12 month

intervals.

5. The proposed label was screened as it pertains to the product chemistry requirements.
Review of the proposed label and uses are the purview of the RM team.
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{ Decision #: 468313

DATA PACKAGE BEAN SHEET DP #: (407438)
Date: 10-Dec-2012 PRIA
Page t of 3 Parent DP #:
Submission #; 921393
* * * Registration Information * * * E-Sub #: 3261
Registration: 2382-ROE - EFFITEX TM PLUS Topical Solution for Dogs . \D
Company: 2382 - VIRBAC AH, INC.
Risk Manager: RM 10 - Richard Gebken - (703) 305-670t Room# PY t §-7237 k{ 5/(

Risk Manager Reviewer: Driss Senmhend CBENMHEN
Sent Date: PRIA Dug Date: 23-Feb-2013 Edited Due Date:

Type ot Registration: Product Registration - Section 3

Action Desc: (R310) NEW PRODUCT;NOCN-FAST TRACK (INCLUDES REVIEWS QF PRODUCT CHEMIS?

Ingredients. See page 3

*** Data Package Information * * *

Expedite: € Yes (O No Date Sent: 10-Dec-2012 Due Back:

DP Ingredient: See page 3

DF Title: Initial application for a new spot-on product

CSF Included: @ Yes (} No Label Included: € Yes {3 No Parent DP #;

Assigned To Date in Date Out

Organizalign: RD/ TRB Pf\ﬂ) A\] g )1_ Q\\D\\!\kl \\\( Last Possible Science Due Date: 24-Jan-201

Team Name: (7 g c::L;(&_ Science Due Date:
Reviewer Name: Sub Data Package Due Date:

Contractor Name:

** * Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * **

Can be printed on its own page

*** Data Package Instructions ** *

Viirbac has requested the registration ot this fipronilfpermethrin/nylar product,
I'm requesting an expedited review, as the jackel with t5 volumes ot dala has been missing since inflially received.

\?ﬂached is the 8570-t
\' ransmittal lelter
\\:Basic CSF and 1 Altemate CSF.
~Data Matrix
Formulator's exemption statement
Copy ot proposed label.

This is the product chemislry package.
All of the studies referenced are in documentum, so there are no hard copies to send with this BEAN.
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{"' Page 2 .
DP#; {407438) : * = * Studies Sent for Review * * = - Decision#: (468313}
P ' id

s

48896301 . Villard, 1. {2012) Product Specific Chemisiry ' 830.1550/Product ldentity and Pass {14-Aug-2012)
For Effitix Plus Topical Solution for Dogs. composition

Praject Number; VIRBAC/t04/16/1/OCR.
Unpublished study prepared by Virbac. 54p.
48896301t Villard, 1. {2012) Product Specific Chemistry  §30.1600/Description of Pass {{4-Aug-2012)
For Effitix Plus Topical Soluticn for Dogs. malerials used to produce the
Project Number: VIRBAC/H04/16M/0CR. product
Unpublished study prepared by Virbac. 54p.
48886301 Villard, |. {2012) Product Specific Chemistry  830.1620/Descripfion of Pass (14-8ug-2012)
For Effitix Plus Topical Solution for Dogs. production process
Project Number: VIRBAC/t04/t6/1/0OCR.
Unpublished study prepared by Virbac, 54p.
48896301 Villard, 1. {20t2) Product Specific Chemistry  830.1650/Description of Pass (14-Aug-2012)
For Effilix Plus Topical Solution for Dogs. formulation process
Project Number: VIRBAGC/104H16/1/0OCR.
Unpublished study prepared by Virbac. 54p.
486886301 Villard, |. {2012) Product Specific Chemistry  830.1670/Discussion of Pass (14-Aug-2012)
For Effitix Plus Topical Solution for Dogs. formation of impunties
Praject Number; VIRBAC/H04/t6/t/QOCR.
Unpublished study prepared by Virbac. 54p.
4BRO6301 Villard, 1. {2012) Product Specific Chemistry  830.1750/Certified limils Pass {14-Aug-2012}
For Effitix Plus Topical Sclution for Dogs.
Project Number: VIRBAC/104/16/t/QCR.
Unpublished study prepared by Virbac. 54p.
48896302 Schoop, T. {2012) 104.16; Quantification of 830.1700/Preliminary analysis Pass (14-Aug-2012)
the Active ingredients Fipronil, Permethrin and
Pyriproxyfen in Five Balches by Validated
Methods: Final Report. Project Number:
D42226/0CR. Unpublished study prepared by
Harlan Laboratories, Lid. 79p.
48896302 Schoop, T. {20t2) t04.16; Quantification of 830.1800/Enforcement Pass (14-Aug-2012)
the Active ingredients Fipronil, Permethrin and analytical method
Pyriproxyfen in Five Baiches by Validated
Methods: Final Report. Project Number:
D42226/0CR. Unpublished study prepared by
Harlan Laboratories, Lid. 79p.
48806303 Kuhne, M. {2011) 104.16: Determination of the 830.6302/Color Pass {t4-Aug-2012)
Physico-Chemical Property "Appearance
{Color, Physical State and Odon)"™; Final
Report. Project Number: D42327/DCR.
Unpublished sludy prepared by Harlan
L.aboratories, Lid. 24p.
48896303 Kuhne, M. (2011) 104.16: Delermination of the 830.6303/Physical state Pass {14-Aug-2012)
Physico-Chemical Property "Appearance
{Color, Physical State and Odor)™: Final
Report. Project Number: D42327/0CR.
Unpubiished study prepared by Harlan
Laboratories, Lid. 24p.
48896303 Kuhne, M. (2011) 104.186: Determination of the 830.6304/Odor Pass {14-Aug-2012)
Physico-Chemical Property "Appearance
{Color, Physical State and Odor)"; Final
Report. Project Number; D42327/0CR.
Unpublished study prepared by Harlan
Laboratories, Lid. 24p.
45896304 Schoop, T. (2012) 104.18: Determination of 830.6314/0xidizing or Pass (14-8ug-2012)
Oxidation/Reduction: Chemical Incompatibility. reducing action
Final Report. Project Number: B42305/0OCR.
Unpublished study prepared by Harlan
lL.aboralories, L1d. 33p.
48896305 Kuhne, M. {2011} 104.18: Determination of the 830.6315/Flammability Pass (14-Aug-2012)
Physico-Chemical Property "Flash Pgim™
Final Report. Project Number: D42316/OCR.
Unpublished study prepared by Harlan
lL.aboratories, Ltd. 28p.
48896306 Kuhne, M, {2011) 104.16; "Determination of  830.7100/Viscosity Pass (14-Aug-2012)
the Physico-Chemical Property "Viscosily".
Praject Number: D42272/0CR. Unpublished
study prepared by Harlan Laboratories, 11d.
33p.
48886307 Kuhne, M. {2011) 104.16: Delermination of the 830.7000/pH Pass {14-Aug-2012)
Physica-Chemical Property "pH": Fina! Report.
Project Number; D42294/OCR. Unpublished
study prepared by Harlan Laboratories, L14.
27p.
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DP#: (407438)

_ Page 3
* % * Produiue and Data Package Ingredients ***

Decisiond#: (468313)

; %
{20032 j95737-68-1 Pyriproxyfen
{129121  |120068-37-3 [Fipronit

[109701  [52645-53-1 [Permethrin
j109701 |52645-53-1 [Permethrin(a4.8%)
{120032  l95737-68-1 [Pyriproxyfen(1.8%)
129121 j120068-37-3 [Fiproniig%)
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&\mao S?:q,-% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
; L WASHINGTON, D.C. 20460

)
=) 5 y 7]
g <
%,? g OFFICE OF
AL ppot CHEMICAL SAFETY AND
POLLUTION PREVENTION
MEMORANDUM:

{
From: Kevin Sweeney, Senior Entomologist f'}/ ’/\Q{M
}
2

Date: February I8, 2013
Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD

DP barcode: 407443

Decision no.: 468313

Submission no: 921393

Action code: R319

Product Name: Effitix TM Plus Topical Solution for Dogs

EPA Reg. No or File Symbol: 2382-ROE

Formulation Type: RTU spot-on

Ingredients statement from the label with PC codes included: 6.8% fipronil (pc code:
129121) 44.8% permethrin (pc code: 109701) and 1.8% pyriproxyfen (pc code: 129032)
Application rate(s) of product: prescribed sized vials are applied. The number of vials
applied to an animal is dependent upon animal weight.

Use pattern: dog spot-on products

OCSPP Guidelines: §10.3300

I. Action Requested: Review cited studies and new product label.

II. Background: Registrant cited data and submitted one MRID that summarizes the cited
efficacy data. The label for this product is the same as for EPA Reg. No. 2382-187, Effitix
Topical Solution for Dogs, which contains 6.0% fipronil and 44.8% permethrin - the same level
of adulticides found in the pending product. The insect growth regulator (IGR) the pyriproxyfen
at a concentration of 1.8% has been added to the pending product to effect flea development.
The new directions and marketing claims are based on the activity of this IGR against fleas.
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111, Study Reviews:
MRID 48896314 Summary of Efficacy Data for Effitix Plus Topical Soiution for Dogs.
This volume summarizes the finding and data in the following studies:

Virbac data: 48510701, 48467122, 48467123, 48467124, 48467125, 48467126, 48446127,
48446128, 48467129

Fipronii efficacy data:

Merial: 43212114,43212115,43212116, 43212119, 43212120, 43212121, 43212122,
43444901, 435777701, 43577712, 43577713, 43951701, 44088901, 44942011, 44942106,
45618501, 45620502, 45620503, 45628104, 45628105, 45866901, 43577712, 43121114,
43121115,43121117,43121122, 43121118, 45620504, 45620505, 45620506, 43444901,
43577701, 43951701, 45612701, 45620503, 45866901, 45620501, 45628102, 45628103,
45628201, 45866902, 46019202, 46019201

Coopers’ Animal Health: 41038802, 41038803

Hartz Mountain Corporation: 431372202, 431372203, 43111607

Ecto Development Corporation: 43396409, 43396410, 41683903, 43396409, 43396410
Wellmark: 46006002,

Bayer: 46978901

Permethrin efficacy data:

Cooper’s Animal Health: 42256901
Ecto Development Corporation: 43396409 and 43396410

Pyriproxyfen efficacy data:

Virbac AH, Inc.: 44900904 and 45020601

IV.ENTOMOLOGIST’S COMMENTS AND RECOMMENDATIONS:
1. The label is acceptable provided the following marketing claims are removed:

s “Prevents all immature flea stages in the dog’s environment from developing.”
s “Sterilizes and kills adult fleas.”.

[\
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 28460

OFFICE OF CIIEMICAL SAFETY
AND POLLUTION PREVENTION

OVFFICE OF PESTICIDE PROGIRAMIS
REGISTRATION DIVISION {1505P)

A

January 11, 2013

MEMORANDUM: Acute Toxicity DERSs for 2382-ROE

Subject: Name of Pesticide Product: EFFITIX™ PLUS TOPICAL SOLUTION FOR DOGS
EPA Reg. No. /File Symbol: 2382-ROE
DP Barcode: DP 407435
Decision No.: 468313
Action Code: R310
PC Code: 109701 (Permethrin: 44.6%)
129121 (Fipronil: 6.0%)
129032 (Pyriproxyfen: 1.8%)
From: Byron T. Backus, Ph.D., Toxicologist (?) m . rs o 3
Technical Review Branch j o — Tet
Registration Division (7505P) W .
To: Driss Benmhend/Richard Gebken RM 10 /
Insecticide Branch
Registration Division (7505P)
Registrant:  VIRBAC AH, INC.
FORMULATION FROM LABEL:
Active Ingredient(s): by wt.
129121 Fipronil 6.0%
109701 Permethrin 44.8%
129032 Pyriproxyfen 1.8%
Other Ingredients: 47.4%

TOTAL 100.0%

ACTION REQUESTED: “Virbac has requested the registration of this fipronil/permethrin/nylar
product... This is the acute toxicology package. All of the studies referenced are in Documentum, so
there are no hard copies to send with this bean.”
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COMMENTS AND RECOMMENDATIONS:

1. The five acute toxicity studies (MRIDs 48896309 through 48896313) have been classified as
 acceptable, and TRB concludes that a waiver of the inhalation study (with assignment to toxicity
category IV by this exposure route} is appropriate. These five studies and the inhalation study

watver satisfy the acute toxicity data requirements for the registration of EPA File Symbol 2382-
ROE.

2. Based on the results of the five studies and inhalation study waiver, the following is the acute
toxicity profile of EPA File Symbol 2382-ROE:

Acute oral toxicity III Acceptable  MRID 48896309
Acute dermal toxicity m Acceptable  MRID 48896310
Acute inhalation toxicity v Waived n/a

Primary Eye irritation 111 Acceptable  MRID 48896311
Primary Dermal Irritation IV Acceptable  MRID 48896312
Dermal Sensitization Negative Acceptable  MRID 48896313

3. Based on the acute toxicity profile as well as information from the Confidential Statement of
Formula and the uses indicated on the proposed label, the following is the precautionary and first
aid labeling for 2382-ROE as obtained from the TRB Label Review System:

PRODUCT ID #: 002382-00192
PRODUCT NAME: EFFITEX® PLUS TOPICAL SOLUTION FOR DOGS

PRECAUTIONARY STATEMENTS
SIGNAL WORD: CAUTION

Hazards to Humans and Domestic Animals;

Harmful if absorbed through skin. Harmful if swallowed. Causes moderate eye irritation. Avoid contact with
skin, eyes or clothing. Wash thoroughly with soap and water after handling and before eating, drinking,
chewing gum, using tobacco or using the toilet. Wear long-sleeved shirt and long pants, socks, shoes, and
gloves. Remove and wash contaminated dothing before reuse. [Wear protective eyewear.]*

*[Protective eyewear may be specified, if appropriate].
First Aid:

If on skin:

-Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control center or doctor for treatment advice.

If swallowed:

-Call a poisen contrel center or doctor immediately for treatment advice.
-Have person sip a glass of water if able to swallow.

-Do not induce vomiting unless told to by a poison control center or doctor.
-Do not give anything to an unconscicus person.
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If in eyes:

-Hold eye open and rinse slowly and gently with water for 15-20 minutes.
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
-Call a poison control center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact 1-800-0c¢-xc0c¢ for emergency medical treatment information.

4. This memorandum addresses only the acute toxicity data requirements for 2382-ROE; the

companion animal safety data requirements for this product will be addressed in a separate action.

5. The TRB Chemistry Team should review and accept the CSF dated July 12, 2012.
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Reviewer: Byron T. Backus, Ph.D. Date: January 11,2013
Risk Manager (EPA): 10

The following table is the Acute Toxicity Data Evaluation Record (DER) for the five studies and
inhalation toxicity waiver request supporting the proposed product, File Symbol 2382-ROE:

1. DP BARCODE: 407435

2. PC CODES: 109701 (Permethrin: 44.6%), 129121 (Fipronil: 6.0%), 129032 (Pyriproxyfen:
1.8%)

3. CURRENT DATE: January 11,2013

Test material: test item 104.16, batch no. NDE 11257-2, a clear yellowish solution containing 6.6%
w/v fipronil, 2.0% w/v pyriproxyfen and 50.4% w/v permethrin. Density: 1.114 g/cm’.

Study/Species/Lab MRID Resuits Tox | Core
Study # /Date Cat | Grade
Acute oral toxicity / rat 48896309 | LDso(F)=2000mg/kg [1/3dosed |III | A
Harlan Laboratories, 4452 at 2000 mg/kg died]; Mortality:

Itingen, Switzerland / Harlan 550 mg/kg: 0/1; 2000 mg/kg: 1/3

Laboratories Study D42171 / (total of 4 animals dosed). Signs of

Jan. 13,2012/ OCSPP toxicity: 550 mg/kg: dragging of

870.1100; OECD 425 limbs, straub phenomenon (tail

rigid; erected across back in an §-
shaped curve), hunched posture on
days [-3, tachypnea on day 1,
muscle twitching, decreased
activity and/or ruffled fur on days
2-3; similar effects were observed
in the 2000 mg/kg animals. Rat
that died did so on day 7. Gross
necropsy: decedent had
discoloured and dark red lungs;
survivors were normal.

Acute dermal toxicity / rat 48896310 | LDs > 2000 mg/kg (both sexes). II A
Hartan Laboratories, 4452 No deaths. [M & IF vocalized

Itingen, Switzerland / Harlan after being touched on day 1;

Laboratories Study D42182 / otherwise no abnormal systemic

Jan. 13,2012 / OCSPP effects. 1M & IF showed slight

870.1200; OECD 402 erythema on day 2. No abnormal

findings at necropsy. 1M & 2F had
slight weight losses day 1-8; all
had wt gains day 1-15.

Acute inhalation toxicity / rat n/a Vapor pressures of all 3 actives v |W
Waiver Request / OCSPP very low; maximum volume that
870.1300; OECD 403 could be administered to a dog at

one time would be 6 mL.
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Primary eye irritation / rabbit 48896311 | At ] & 24 hrs 1/3 eyes was I11 A

Harlan Laboratories, 4452 positive for conjunctival redness
[tingen, Switzerland / Harlan (score of 2). None of the eyes was
Laboratories Study D42193 / positive at 48 hrs or subsequently.
Jan, 16,2012/ OCSPP MMTS =6.67 at 1 hr.

870.2400; OECD 405

Primary dermal irritation / 48896312 | All sites scored 2 for erythemaatl [IV | A
rabbit / Harlan Laboratories, hr., and one site also scored 1 for
4452 ltingen, Switzerland / edema. At 24 hrs all sites scored |
Harlan Laboratories Study for erythema and one site also
D42204 / Jan. 13, 2012/ scored 1 for edema. At 48 hrs one
OCSPP 870.2500; OECD 404 site scored 1 for erythema; at 72

hrs all scores were zero, PIl =
1.00; mean irritation score at 72

hrs = 0.00.
Dermal sensitization (Buehler)/ | 48896313 | A concentration of [00% was used |Non | A
guinea pig / Harlan for induction and 15% in sen-
Laboratories, 4452 ltingen, diethylene glycol monomethyl si-
Switzerland / Harlan ether was used for challenge. tizer

Laboratories Study D42215/
March 21, 2012/
OCSPP 870.2600; OECD 429

Core Grade Key: A =Acceptable, 8 = Supplementary, U = Unacceptable, D = Data Gap
n/a = “not applicable”
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- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION $HVISION (T505P)

January 15, 2013

MEMORANDUM: Companion Animal Study Citations for 2382-ROE

Subject: Name of Pesticide Product: EFFITIX™ PLUS TOPICAL SOLUTION FOR DOGS
EPA Reg. No. /File Symbol: 2382-ROE
DP Barcode: DP 407441
Decision No.: 468313
Action Code: R310
PC Code: 109701 (Permethrin: 44.6%)
129121 (Fipronil: 6.0%)
129032 (Pyriproxyfen: 1.8%)
From: Byron T. Backus, Ph.D., Toxicologist (3o [ . (2 —eh
Technical Review Branch g‘d\ (S~ Let3 \
Registration Division (7505P) o = f’l
' ot ot
. . T4 To¥
To: Driss Benmhend/Richard Gebken RM 10
Insecticide Branch
Registration Division (7505P)
Registrant:  VIRBAC AH, INC.
FORMULATION FROM LABEL:
Active Ingredient(s): by wi.
129121 Fipronil 6.0%
109701 Permethrin 44.8%
129032 Pyriproxyfen 1.8%
Other Ingredients: 47.4%

TOTAL 100.0%

ACTION REQUESTED: “Virbac has requested the registration of this fipronil/permethrin/nylar
product. I’m requesting an expedited review... This is the Companion Animal Safety study. The
minimum size for the dog was not provided on the label...”
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COMMENTS AND RECOMMENDATIONS:

1. This package includes a listing of 29 previously submitted companion animal safety studies.
Copies of the data matrix, proposed label and other documents are available from Documentum.

2. Virbac has previously registered (EPA Reg. No. 2382-187) a dog spot-on product with a label
declaration of 6.01% Fipronil and 44.88% Permethrin as active ingredients. The additional active
in 2382-ROE, Pyriproxyfen (or Nylar), has been demonstrated to have a very low toxicity to dogs,
as shown in a 52-week capsule feeding study (MRID 42178309, included in the data matrix
citations for 2382-ROE). The companion animal safety studies that were conducted on and/or
used to support 2382-187 can also be used to support 2382-ROE, and can also be used by the /
Agency to set dosage levels. The proposed dosage rates for 2382-ROE are the same as those
given on the last accepted (August 28, 2012) label for 2382-187.
R

3. InaTRB review dated October 13, 2011 it was concluded that in a study in adult beagles (MRID
48467117) the margin of safety in 10- to 20-kg adult beagle dogs administered 104.05 [End-use
Product: Effitix™ Topical Solution for Dogs] is at least 5x the recommended dose (2.0 mL/dog).
This companion animal safety study in dogs was classified as Acceptable/Guideline,

However, there were two companion animal safety studies (MRIDs 48467118 and 48487302)
with 8 week old beagle puppies in which severe adverse effects were seen at the 5X level (5.0
mL/puppy). Both of these studies were classified as Unacceptable/Guideline because an
adequate margin of safety was not demonstrated. However, no adverse effects were observed
at the 3X level (3.0 mL/puppy).

4. EPA Reg. 2382-187 was registered for use on dogs 12 weeks of age and older with a minimum
dosage rate of 1.0 mL for dogs weighing less than 22.9 lbs. The registrant then proposed a new
dosage rate of 0.5 mL for application to puppies to puppies 8 weeks of age or older and small dogs
weighing between 4 and 10.9 1bs. This was accepted (because no adverse effects had been
observed at the 3.0 mL/puppy dose in MRID 48467118} in a TRB memorandum dated August 13,
2012. The maximum dosage rate of 0.5 mL to a 4-1b dog is equivalent to 0.28 mIL/kg.

5. Virbac subsequently submitted a study (MRID 48951001, not included in the list of studies cited
by the registrant for 2382-ROE) on 10-week old beagle puppies as 6(a)(2) data. The adverse
effects (including uncontrollable seizures which resulted in the euthanasia of one puppy) that
occurred demonstrated that a dosage rate of 1.0 mL/puppy has a less than adequate (5X) margin of
safety. The puppy that was euthanized was a male weighing 4.08 kg that received 5.0 mL,
equivalent to 1.23 mL/kg; which when divided by 5 gives 0.245 mL/kg. In areview dated
December 17, 2012 TRB recommended resetting the minimum weight to 5 lbs (=2.27 kg) which
would result in a maximum 1X dosage rate of 0.22 mL/kg.

T

6. The cited companion animal safety studies adeguately suppoftﬂe proposed uses for 2382-ROE,
except the label dosage rates should be revised tg.specify 5 lbs as the minimum wejght rather
than 4 lbs.
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Please read Instructions on reverse before compieting form

Form Appraved, OMB No. 2070-0080, Approval expires 5-31-98

- United States X | Reg!stration OPP ldentifier Number
) Amendment
WEPA. Environmenta! Protection Agency ofh
er
Washlngton, DC 20460

Application for Pesticide — Section |

t. Company/Product Number 2. EPA Preduct Manager 3. Proposed Classification
Virbac AH, Inc./ 2382- 0 Richard Gebken

4, Company/Product {Name) Pivt # X | None Restricted
EFFITIX™ PLUS Topical Solution for Dogs t0 D

5, Name and Address of Applicant {Include ZIP Code)
Virbac AH, Inc

6. Expedited Review. Inaccordance with FIFRA Section 3{c)(3)
(b}, my product is similar or identicalin compositlon and labeling

P.C. Box 162069 to:

Fort Worth, TX 76161 £PA Reg No.

r| Checi if this is a new address Product Name
Section - |}

L:l Amendment - Explain below

D Resubmission in response to Agency letter dated

D Notification — Explain below

Final printed labels in response to

Agency letter dated
“Me Too" Application

Other — Explain below

Explanation: Use additional page(s) il necessary. (For Section | and Section L)

Application for EFFITIX PLUS new product registration. PRIA Category R310. Please refer o attached letter.

Section i
1. Matenia! This Product Will be Packaged in:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Tvee of Container
Yes Yes Yes [ metal
Plastic, PETE
No No X1 No | Glass
*Certification must f*Yes" No. per H*Yes" No. per Paper
be submitted grslit Packaging wagt. con[aiggr Package wat container Dther (Specify)
E 1,38,
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of fabel directions
D Label E Container 1, 3, 6 ml tubes On Labe!
X{ Dn Labe! accompanying product
6. Manner in Which Label is Affixed to Product Lithegraph [ __{ Other
X | Paper glued
Stenciled
Section IV

1. Contact Person (Completa flems direcilly below forideniification of individual to be confacted, if nacessaty, 10 process fhis appiication.)

Name
Craig Parks, MS, DVM

Title
Vice Presidant of Research and
Cevelopment,

Telephone No. {Include Area Code)
682.647-3576

Virbac AH, Inc.
Cerlification 6. Date Application
1 cerrify that the statements I have made on this form and alf atrachments thercto are true, sccurate and complete, Received

I acknowledge that aay knowingty fatse or mislending statement may be punishable by fine or imprisonment or

botb under appllcable Iaw

{Stamped)

2. Signature : 3. Title
Vice President of Research and Development,
/ . g / Virbac AH, Inc.
4. Typed Name 5. Date

Craig Parks, MS, DVM

August 3, 2012

EPA Form 8570-1 (Rev. 8-94) Previous cdlitlons are obsutete,

Whitc — EPA File Copy (Origimal) _ Veilow— Applicait Copy
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July 24, 2012

U.S. Bank

Government Lockbox 979074
1005 Convention Plaza
SL-MO-C2-GL

St. Louis, MO 63197

RE: Check for 2012 PRIA Fees; Virbac AH, Inc. (EPA Co. Number 2382)

| Dear Sir or Madam:

Please find enclosed a check numbered 1016276 made out to the Environmental Protection
Agency (EPA) in the amount of $4,807.00. This check fulfills the financial obligations in support
of an animal health pesticide, to be registered under the company Virbac AH, Inc. (EPA
Company Number 2382). Also attached for reference are copies of the EPA Form 8570-1 with
information on the registration of the with EPA.

Should you have any questions about this application package, please do not hesitate to
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com.

Sincerely,

A

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Health, Inc.
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*Product ingredient source information may be entitled to confidential treatment*

.,

Form Approved, OMB No, 2070-0060, Approval expires 5-31-98

Uniled Slates

2% Environmental Protection Agency
WEPA Washington, DC 20460
Formulator's Exemption Statement
(40 CFR 152.85)
Applreant’s Name and Address EPA File Symbol/Registration Number
Virbae Animal Health 2382-NEW
P. . Box 162039 Product Name
Ft. Worth, TX 76137 EFFITIX™ PLUS Topieal Solution for Dogs
Date of Confidential Statement of Formula (EP4 Form §576-4)
July 12,2012

As an authorized representative of the applicant for registration of the product identified above, I certify that:

(1) This product contains the following active ingredient(s):permethrin

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the
manufacturing, formulation or repackaging another product which contains that active ingredient which is registered under FIFRA
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be
labeled.

(3) Indicate by checking (A) or (B} below which paragraph applies:

(A) An accurate Confldential Statement of Formula (EP4 FORM 8570-4) for the above identified product is atlached to this
statement, That formula statement indicates, by company pame, registration number, and product name, the source of the
active ingredient(s) listed in paragraph (1)

OR

[ ] (B) The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete,
current, and accurate and contains the information required on the current CSF

(4) The following active ingredients in this product qualify for the formulator’s exemption

Source
Aective Ingredient Product Name Registratton Number
Permethrin F I
Pyriproxyfon P |
Name and Title Date
. é ‘4 Viee President, Researeh & Development August 3, 2012
Signature ~ f‘
EPA Form 8570-27 (Rev. 8-95) While - EPA eopy

Yellow - Applicant eopy

*ULS. GPO: 1995-388-820/20413
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Virbac Effitix Plus
8/2/12

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Virbac Animal Health, Inc. (EPA Company Number 2382)

P.O. Box 162059

Fort Worth, TX 76161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to register an end use product named EFFITIX™ Plus Topical Solution
for Dogs.

SUBMITTAL DATE:

August 2, 2012

Volume | Study Name (Lab Reference Number) MRID
TRANSMITTAL DOCUMENT 48896300
w 1 Product Specific Chemistry For 48896301
Effitix™ Plus Topical Solutton for Dogs
2 Quantification of the Active Ingredients
~ Fipronil, Permethrin and Pyriproxifen in Five 43896302
Batches by Validated Methods
3 Determination of the physic-Chemical Property
= Appearance (Color, Physical State, and Qdor) 48896303
(D42327)
4 Determination of Oxidation/reduction:
™ Chernical Incompatability (D42305) 48896304
5 Determinaticn of the Physico-Chemical Property
™~ “Flash Point” (D42316) 48896305
6 Determination of the Physico-Chemical Property
™~ Viscosity (D42272) 18896306
~ 7 Determination of the Physico-Chemical Property 43896307

pH (D42294)

8 Determination of the Physico-Chermical Property
™ Relative Density (D42233) 48896308
™ ¢ Acute cral toxicity (D42171) ~ 48896309
10 Acute dermal toxicity (D42182) ~ 48896310
11 Primary eye irritation (D42193) > 48896311
12 Primary dermal irritation (D42202) ™ 48896312
13 Dermal sensitization (D42215) ™~ 48896313

14 Summary of Efficacy Data For

Efﬁtix%l:"yPlus Topigl Solution for Dogs 48896314
15 Summary of Companion Animal Safety Data 48896315

For Effitix™ Plus Topical Solution for Dogs




o

August 2, 2012

Richard Gebken, PM 10

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk (REGFEE)
Room §-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: EFFITIX™ PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA);
New Product Application,

Dear Mr. Gebken,

Virbac Anima] Health (Virbac AH, Inc. P. O. Box 162059, Ft. Worth, TX 76137,
{Company Number 2382) is hereby submitting an application to register the spot-on pesticide
product EFFITIX™ PLUS Topical Solution for Dogs.

This product contains the active ingredients fipronil at 6.0% w/w, permethrin at 44.8%,
and pyriproxyfen at 1.8 % w/w and is intended to control fleas, ticks, mosquitoes, and other
pests in dogs only.

As indicated on Form 8570-34, Virbac is using the selective method to address applicable
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93,
Virbac is issuing Offer to Pay letters to the submitters of data not owned by Virbac and cited in
this application that were originally submitted to EPA within the past 15 years.

Below is a list of the components included with this application:

1. Cover Letter;

2. Transmittal Document;

3. Application for Pesticide Form 8570-1 for EFFITIX™ PLUS Topical Solution For.D,a%s;

4, Confidential Statement of Formula for EFFITIX™ PLUS Topical Solution for Dogas »

5. Data Matrix Form 8570-4 for EFFITIX™ PLUS Topical Solution for Dogs; AP

6.  Certification of Data Citation Form 8570-34 For EFFITIX™ PLUS Topical Solution For
Dogs; osee

7. Proposed Use Directions for EFFITIX™ Topical Solution for Dogs - 5 copies;  +**¢ ’

8. 3 copies of bound PR 86-5 compliant study reports supporting registration; 2t :a

9. Waiver Request for Acute Inhalation Study (attached to Cover Letter); "o

10.  Letter of Self-certification of Child-Resistant Packaging; S eate

11.  Copy of PRIA Check for category R-310 (§4807). .

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone: (817) 831-5030 o (800) 338-3659 o
Fax (817) 831-8327
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Child-Resistant Packaging Testing & Data

EFFITIX™ PLUS Topical Solution for Dogs and will be marketed in single dose unit
applicators that have been previously reviewed and approved by EPA as Child Resistant under
the registration of EFFITIX™ Topical Solution for Dogs, (EPA Reg. No. 2382-187) and
EFFIPRO Topical Solution For Cats (2382-186). Included with this submission is an updated
Data Matrix citing all previously submitted data supporting CRP certification of the proposed
presentations of EFFITIX PLUS. In addition, an updated CRP certification letter has been
provided.

PRIA Considerations

After reviewing the Agency’s PRIA category interpretations, we believe that the R-310
PRIA category and a 6 month review period is appropriate for this new product application.
Consequently, please find a copy of one previously submitted check in the amount of $4807 to
cover the PRIA fee.

Should you have any questions about this application package, please do not hesitate to
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com.

Sincerely,

oy

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Heaith, Inc.

3200 Meacham Blvd.  Fort Worth, TX 76137 Telephone:  (817) 831-5030 o (800) 338-3659 o
Fax (817) 831-8327



Virbac Effitix Plus
8/2/12

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Virbac Animal Health, Inc. (EPA Company Number 2382)
P.0O. Box 162059
Fort Worth, TX 76161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to register an end use product named EFFITIX™ Plus Topical Solution
for Dogs.

SUBMITTAL DATE:

August 2,2012

Yolume ] Study Name (Lab Reference Number) MRID
TRANSMITTAL DOCUMENT 48896300

1 Product Specific Chemistry For 48896301

Effitix™ Plus Topical Solution for Dogs
2 Quantification of the Active Ingredients

Fiprenil, Permethrin and Pyriproxifen in Five 48896302

Batches by Validated Methods
3 Determination of the physic-Chemical Property

Appearance (Color, Physical State, and Odor) 48896303

(D42327)
4 Determination of Oxidation/reduction:

Chemnical Incompatability (D42305) 43896304
3 Determination of the Physico-Chemical Property

“Flash Point” (D42316) 48896305
6 Determination of the Physico-Chemical Property

Viscosity (D42272) 48896306
7 Determination of the Physico-Chemical Property

pH (D42294) 48896307
8 Determination of the Physico-Chemical Property

Relative Density (D42283) 48896308
9 Acute oral toxicity (D42171) 48896309
10 Acute dermal toxicity (D42132) 48896310
11 Primary eye irritation (ID42193) 48896311
12 Primary dermal irritation (D42202) 48896312
13 Dermal sensitization {D42215) 48896313
14 Summary of Efficacy Data For

Effitix™ Plus Topical Solution for Dogs 48896314
15 Summary of Companion Animal Safety Data

For Effitix™ Plus Topical Solution for Dogs 48896315
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Waiver Request
Registrant: Virbac Animal Health, Inc.
Acute [nhalation Study (OPPTS 830.1300).
Brandname: Effitix . PLUS Topical Solution for Dogs.

The Effitix PLUS Topical Solution for Dogs product is composed of 6.0% w/w of
the active ingredient fipronil, 44.8% w/w of the active ingredient permethrin and 1.8%
w/w of the active ingredient pyriproxifen. This product is packaged in single use non-
refillable applicators that are intended for one time only spot-on applications to dogs.

The potential human inhalation exposure to this product is expected to be
neglible. Only very small amounts of product are applied per application, depending the
weight of the animal. Based on packaging considerations described in the proposed
product labeling, the maximum volume of Effitix PLUS Topical Solution that can be
administered at one time to a pet using the largest available applicator size is
approximately 6.0 mb This application volume represents the worst case because it is the
dose that is recommended only for use on dogs weighing more than 89 pounds.
Therefore, according to the proposed label, a great deal of anticipated product use will
occur at much lower volumes on smaller dogs.

Furthermore, the measured vapor pressure of all three active ingredients fipronil
permethrin, and pyriproxifen are extremely low (2.8 x 10 mm Heg @ 25C, 2.18 x 10
mm Hg @ 25°C, and 1.0 x 107 mm Hg @ 20° C, respectively) indicating that all three
active ingredients are essentially non-volatile and are therefore not expected to vaporize
from the skin of the treated animal following application. The active ingredients will
therefore not be available for inhalation after application according to label directions.
Finally, the method of applying the liquid product directly to the pet creates no
particulates, aerosols, or other respirable matter. Therefore, based on the criteria
provided by the Agency in 40 CFR 158.500, footnote 4 under the Toxicology Data
Requirements, a waiver of the acute inhalation study for these products is appropriate.

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 » (800) 338-3659 »
Fax (817) 831-8327



Form Approved OM B No, 20 10-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Pagperwork Reduction Act Notice: The public reporting burden for this collcetion of iitfornmation s cstimated 1o average 0.25 hours per response for registralion activilics and £.25 hours per responsc
for reregisimiion and special revicw activities, including time for reading (e instruciion and completing 1he nccessary forns. Send cownnents regarding the burden estintate or any other aspeet of (his
collcelion of infornzation, including suppestions for redneing the burden 1o Dircetor: OPPE Information Management Division {2137) U.S. Environmenlal Proteelion Agency, 401 M Sireet, S W,

Washinglon, DC 20460. Do no1 serd the form 10 this address.

DATA MATRIX
Dale: July 31,2012 EPA Reg, No./Tilc Symbol 2382- TBA Page 1 af 11
Applicant’s/Registrant’s Namie & Arhlress Produet:
Virbac ALl Inc.
PO Box 162059 EFFITIX ™ PLUS TOPICAL SCLUTION FOR DOGS
Fort Worll: TX 76161
Inpredient: Fipronil, Permethrin, Pyriproxifen
Guidcline Referentee Number | Guideline Stndy Name | MRID Nnmber Sulsmitler Siatus | Noic
Product Chemislry 830 Series Gronp A Test Guidelines
830.1550 Produet Identity nud Cotnposition New Sulinission Virbac A, ing, OWN
830.1600 Description of Materials Used New Sulmission Virbac AH, Tne OWN
830.1620 Deseription of Production Process New Sulinission Virbac AH, Tne. OWN
830.1650 Deseriplion of Formulation Process” New Submission Virbac AH, Inc OWN
830.1670 Deseription of Formation of impuritics New Subinission Virbac All, Inc. OWN
830.1750 . Certifial Limils New Subntission Virbac AH, Ine OWN
830.1700, 830.1800 Antalytical Method New Submission Virbac AH, Inc.’ OWN
Protluct Chemislry 830 Series Group B TesI Guidelines
830.6302 Color New Subtnission Virbac AH, Inc OWN
830.6303 Pliysical Siate New Submission Virbac AH, Inec. OWN
$30.6304 Odor New Submission Virbac AH, Inc OWN
8306313 Metal Stability Virbac AH, Inc. NR
830.6314 Oxidation/reditetion New Submission Virbac AH, Inc OWN
830.6315 Flanunability New Submission Virbae A1, Tne. OWN
830.6316 Explodability Virbre AH, Inc Nt
830.6347 Storage stability To Be Conducted Virbac AL, Inc. OWN
Signature Mame and Tille Date
Craip Parks Taly 31,
/ . Yice President, Research & Developmen 2012
g el

EPA Fotin 8170-1 {957} Eleg Honic and Paper Veraions Available, Subnnt only Maper veifion.

Agruey Inlenal Use Copy
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Form Approved OMN No, 20100050

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& _ 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Rernclion Acl Notice: The public reporting burden for this colleclion of inforznation is cstitnated 1o average 0.25 hours per response for regisiralion aclivilics and 0.25 hours per response
for rercgisiralion and special review aclivilies, including lime for readling the instmction and eomipleling the neeessary forms. Send commenis regarding Ihe burrden estimale or any olher ospeel of this
cellection of infonmalion, inchiding snggestions for redneing tic burden (o Dircelor: OPPE Information Management Division [2137) U.S. Envirenmental Preleclion Agency, 401 M Strect, 3.W.,
Washinglon, DT 20460. Do not scrl the form lo Lhis address.

DATA MATRIX
Dale: July 31,2012 EPA Reg. NoJtilc Symbol 2382- TBA Pape2of L1
Applicant’s/Regisiranl's Name & Address Product:
Yirbag AH, Inc
PO Box 162059 ECFITIX ™ PLUS TOPICAL SOLUTION FOR 120GS
Fort Worll X 76161
| Ingredient: Fiproil, Permellrin. Pyriproxifen
Guideline Referencee Number Guideline Study Name MRID Number Submiller Stams 3 Nole
Prodngt Chemislry 830 Series Gronp B Tesl Guiilelines
830.7100 Viscosily ‘New Submission Virbac All, lue, OWN
830.6319 Miscibilily Virbac AH, Inc NR
330.6320 Carresion characieristics To Be Conducted Virbne AL, Inc, OWN
830.6321 Dielcclric breakdotn veliage Yirbac Al{, Inc NR
830.7000 pld New Submission Virbac AH, Inc. OWN
830.7300 Densily, bulk density, er specific gravily New Subinission Virbac Ald, Ing OWN
830.7320 Iarticle Size dislribution Virbac All, Inc. NR
40 CFR 158.340 T'oxicolopy Dala Reguirements
870.1100 Acule oral loxicily New Submission Virbac AH, Inc. OWN
8701200 Acule dermal loxicily New Subinissicil Yirbac AH, Inc OWN
870.1300 Aculc inhnlntion toxicity Waiver requesicd Virbac All, Inc. OWN | waiver
870.2400 Primary ey¢ irilation MNew Submission Virbac AH, Inc OWN
870.2500 Primary dermnl irritation ’ New Subinission Virbac All, Tuc. OWN
870.2600 Dermal scngilizalion New Subinission Yirbac AH, Inc OWN
Signature Name and Tille Dale
Craig Patks Fily 31,
/ . Yice President, IRescarch & Developument 2012
g Al

A Foim 5570-5 19-97] Elecizonic and Paper Yersions Available, Submit only Paper version. Ageney Tnirrnal Uae Capy



Forrn Approved OMB No. 2000-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 401 M Street, 5.%.
WASHINGTON, D.C. 20460

Paperwork Raluelion Aet Notice: The public reporting burden for this colleetion of information is estimaled 10 average 0.25 hours per response for regisiration activilies md 0.25 hours gier responsc
for rercgisleation and special review activitics, including time for reading the instoiction and completing the necessary forms. Send cominents rogarding the burden estimate or any olhier aspect of This
collection of infonmaltion, including suggestions for reducing the burden 10 Ditccror: OPPE Information Management Divisioa (21371 11.8. Environmental Prolection Agency, 401 M Streel, 8.W.,
Washinglon, DC 20460. Do not send the forn 10 this address,

DATA MATRIX

Dalc: July 31,2012 EPA Reg. No/Filc Symbol 2382- TRA Page 3ol Ll
Applicant’s/Regisiant’s Name & Address Product;

Virbac AH, Inc

'O Box 162059 EFFITIX ™MTOPICAL SOLUTION FOR DOGS

Fod Woith ‘(X 76161
| Ingeedient: Fipronil, Permethria. Pytiproxifen

Gindeline Reference Nnmber Guidehing Study Name MRID Number Submilicr Slatus Nolc
CEfficacy and Safety Dula

870.7200 Companion Animal safely 14 d pup sludy-1 | 48487302 Virlme AH, Inc ) OWN
870.7200 Companion Anirmml safety-Beagle Dog 48467117 Yirbac ALl Inc. OWN
870.7200 Companion Animal safely-14 d pup sindy-2 | 48467118 Virbac AH, Inc. OWN
870.7200 Companion Animal safely Suminary 48467119 Virbae AL Inc OWN
870.7200 Companion Animal safety — Melhiod Valid, | 48467120 Virbac AHL Inc OWN
810.3300 Product Performance —Flea onsel of Action | 48510701 Virbac ALL Ine OWN
810.3300 Prodnel Perforimance — Rhipiciphalus aclion { 48467122 Virbac AH, Inc. OWN
810.3300 Produnel Perfonnance ~D. variablis aclion 48467123 Virbac AlL Inc OWN
810.3300 Produicl Perfonnance ~ Shampoo sindy 48467124 Virbac All, Inc QWN
810.3300 Product Perfonnance —~ Amblyoma cfficacy | 48467125 Yirbac A, Inc OWN
810.3300 Protnel Perfonanec — Ixodes cfficacy 48467120 Virbae All, Inc. OWN
810.3300 Produel Performance — Mosquilo efficacy 48467127 1 Virbac Al Inc OWN
810.3300 Prodnet Performance — Tick repelleney 48467128 Virbac AH, Inc OWN
810.3300 Produel Performance — Efficacy Snmmary 48467129 Virbac A1, Inc. OWN
CEiTicacy and Safcly Data-

Fipronil

870.7200 Companion Aaimal salely 43444905 Merial QLD
870.7200 Comgianion Animal safely 43577711 Merial OLD
870.7200 Companion Aniinal safely 13863802 Merial OLD
870.7200 Companion Animal salely 43121110 Merial OLD
870.7200 Companion Animal safcty 43121111 Merial OLD
870.7200 Companion Animal safcly 45612702 Merial PAY
Signaluee Name and Title Dale

) Craig Parks ly 31,
A,.«/my; téé Vicchrcsidcm, Rescarch & Devclopment 20 ?'2

EPA Fotm 8530-35 (5-97) Elecironie and Paper Yeusions Available, Submil only Papee veision, Agenry Interaal Use Copy




Form Approred OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Strect, S.W.
WASIHINGTON, D.C. 20460

Paperwork Reiinction Acl Notice: The public reportiag burdea for this collection of information is estimated 1o average .25 hours per responsc for registration activities and {.23 howrs per response
Tor reregisteation and speeial review netivities, including time for reading the instruetion and completing the neecssary forms. Send conmnents regarding the burden estimate or any other aspect of (his
collcetion of information, meluding suggestions for redseing the burden (o Dircetor: OPPE Information Manageinent Division (2137) U.S. Environmental Protection Ageney, 401 M Street, S.W.,
Washington, DC 20460. Do nal scid (he form 1o this address,

DATA MATRIX
Datc; July 31,2012 . ) EPA Reg. No/File Synibol 2382-TBA Uage 4 of LL
Applicant’s/Registrant’s Name & Address (roduet;
Yirbac ALl Inc
PO RBox 162059 ERFITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Worllh T'X 76161
| Lagredient: Fipronil, Permethrin, Pyriproxifen
Guideline Referenee Number Guideline Sindy Name MRID Number Submniiller Stalns | Nolc
Efficacy and salely data
-Fipronil
810.3300 Froduet PPerforniance — Efficacy-flea 43121114 Merial oL
810.3300 Product Perforance — Efficacy-flea 43121115 Merial OLD
810.3300 I'roduct Perlormance — Efficacy-flea 43121116 Merial OLD
810.3300 Product Performance — Efficacy-flea 43121119 Merial . OLD
$10.3300 Producl Perforntance — Eificacy-flea 43121120 Merial OLD
810.3300 I'roduct Perfonnance — Efficacy-flea 43121121 Menal OLD
810.3300 Praduet Performance — Efficacy-flea 43121122 Merial QLD
210.3300 Producl l'erformance — Efficacy-flea 43444901 Merial OLD
£10.3300 I'roducl I'erforimancce — Efficacy-flea 43577701 Menal OLD
£10.3300 Product Perlornngnee — Lificacy-flea 43577712 Merial OLD
810.3300 I*roduct Performance — Efficacy-flea 43577713 Merial OLD
£10.3300 Product Perfonnance — Efficney-flea 43951701 Merinl QLD
£10.3300 Producl Pevforitance — Efflcacy-flea 44038901 Merial OLD
810.3300 Product Perlormance — Efficacy-flea 44942011 Merial PAY
Signalure Mame and ‘Title Dalc
ﬁ / Craig Parks July 31,
/ 44-»?; - Viccgplcsidcnl, Rescarch & Development 2{)Iy2

BPA Foent 857035 19-97) Bleckonic and Paper Versions Availlsble. Sabmit only Peper vession Ageney Tuternal Use Copy



Form Appteaved OMB No. 2010-00£0

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
& 401 M Strect, S.W.

T L T ETART

AYMSAAT T S Al ds D
YYAollliNr 1l VI, LA ST

Paperwork Reduclion Act Notice: The public 2eporiing burden for this collcction of information is cstimaled Lo average .25 hours per responsc for regisiration activilics and ¢.25 hours per response
for reregistration and special review aclivitics, inchiding time forieading ihe insiruction ond completing (he necessary forms. Scnd conuuents regarding (he hwden cstimate or any olher aspect of this
collcction of mformation, including suggestions lor 2cducing the barden to Director: OPPE Information Managemenl Division 12137) U.S. Environmental Protection Agency, 401 M Strecl, S.W.,
Washinglon, DC 20460, Da nal send the form 1o (his address. i

DATA MATRIX
Dale July 31, 2012 EPA Reg, No./Filc Symbol 2332-TBA Page Sof L1
Applicant's/Regisirant’s Name & Ailrlress Producl:
¥irbac All, Inc
PO Box (62059 EFFITIX ™ PLUS OPICAL SOLUTION FOR DOGS
Forl Worlh TX 76161
Ingredicnt Fipronil, Permethrin. Pyriproxifn
Guideline Reerence Nmnber Guidcline Stady Name MRID Number Submilter Slalus | Notc
Efficaey aml safefy data
~Fiproail
810.3300 Produel Perfonnmce — Effieacy-flea 44942106 Merinl PAY
810.3300 Prodnct Perlonumice - Efficacy-flea 45618501 Merial PAY
£10.3300 Product Perfonnance — Efficacy-flea 45620502 Merial PAY
810.3300 Product Perfontumice - Efficacy-flea 45620503 Mcrial PAY
£10.3300 Product Performmice — Efficacy-flea 45628104 Merial . PAY
810.3300 Product Perforinmice - Efficacy-flea 45628105 Merial PAY
£10.3300 Produc! Performance -~ Efficacy-flea 45866901 Merial PAY
810.3300 Product Perforinance - Efficacy-tick 43577712 Merial QLD
£10.3300 Product Perforinaice - Efficacy-tick 43121114 Merial OLD
810.3300 Product Perfonaance - Efficacy-tick 43121115 " | Merial QLD
810.3300 Product Perfornmice — Efficacy-tick 43121117 Merial OL.D
810.3300 Proditet Perfonnance - Efficacy-tick 43121122 Merinl QLD
310.3300 Product Perfonaance- Bfficacy Bathing 43121118 Merial OLD
Signature ) Name and Tillc Dale
/ . g . C[aig Parl_:s Suly 31,

¥ice President, Rescarch & Development 2012

EPA Fount 3570-15{9:97) Plecteonic and Papa Versions Available, Subma only Paprr version Aginey Inlernal Use Copy
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Foran Appreraed OMT N, 10 Ti-0040

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Rednelion Act Nolice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for regislration activitics and .25 hours per responsce
for reregistration and special revicwr activities, inchiding time for reading the instruction and compleling Lhe necessary forms. Scnd conmuicents regarding the burden cstimate or any other aspect of 1his
collcction of informalion, including suggestions for 1cducing the burden to Direclor; OPPE Information Management Division {2 1371 U.S. Envitonmental Protcction Ageney, 401 M Slreet, S.W.,
Washington, DC 20460, Do not scid the form to this address.

DATA MATRIX
Datc: July 31, 2012 EPA Rep. No/File Symbol 2382-TBA Page Gof Lt
Applicant’s/Registrant’s Nanic & Aulrress Product:
Yirbac AH, Inc ’
I'O Box 162059 EEFITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161 :
| Ingredient; Fipronil, Permethrin. Pyriproxifen
Guidzline Reference Number Guideline Study Name MRID Number Submitter - Status Note
Efficacy and safcly data
=Fipronil .
810.3300 Product Perlormattce — Elleacy-Mange 45620504 Merial PAY
§10.3300 Product Performance — Ellicacy-Mange 45620505 Merial PAY
810.3300 Produet Performance — Efficacy-Mange 45620506 Merial PAY
810.3300 Producl Perfortmatce — Lificacy-Miles 43444901 Merial OLD
§10.3300 Product Performance — Elficacy-Mites 43577701 Merial ' QLD
810.3300 Producl Performance — Efficacy-Milcs 43951701 Merial OLD
§10.3300 Product Perfornmance — Elficacy-Miles 45612701 Mertinl FAY
810.3300 Produel Perfonuance — Elficacy-Miles 45620503 Merial PAY
810.3300 Product Performance — Efficacy-Miles 45866901 Merial PAY
810.3300 Producl Perforimance — Elficacy-Lice 45620501 Merial PAY
810.3300 Proditct Perfortnartee — Effieacy-Lice 45628101 Merial PAY
810.3300 Product Perforimance — Efficacy-Lice 45628102 Merial PAY
810.3300 Producl Performance ~ Efficacy-Lice 45628103 Merial PAY
§10.3300 Product Performance — Efficacy-Lice 45628201 Merial PAY
810.3300 Product Performance — Efficacy-Mosquilo 45866902 Merial PAY
$10.3300 Product Performance — Efficacy-Mosquilo 46019202 Merial : FAY
§10.3300 Product Perfonnance — Efficacy-Mosgtiite 46019201 Merial . FAY
Signalure . Namc and Title Dnte
/ . z : C}fm'g Irarks Jily 31,

e ¥ice President, Rescarch & Development 2012

HPA Form 8570- I5 {3.57] Eleclronie and Poper ¥ersions Available, Sulimil only Paper version. Agenty Tnleznal Ure Copy
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Farm Appraved ONB Ne. 2010-0080
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 VL Sireet, 8.V,

WASHINGTON, D.C. 20460

£,
i

Panerwork Rednetion Acl Nalice: The miblic reparting burden for this colleetion of informalion is esiimated Lo average 0.25 hows per response {or registration activities and 0.25 hours per response
foz reregisiration and special review aclivilies, ineluding tinre for remling the inshuetion and completing the necessary forms. Send commenis regading the burden cstimale or any olher aspeet of (his
collection of informalion, including suggcstions for redueing the burden 1o Direclor: OPPE lnformalien Managemem Division {2137) U.S. Enviromnemal Protection Ageney, 401 M Streel, S.W,,
Waslringlon, DC 20460. Do nol send thie form 1o this address,

DATA MATRIX
Dale July 31,2012 EPA Reg. No.File Symbol 2382-TBA Page 7of'
Applicant's/Registram’s Name & Address Product:
Vitbae AU, tne
PO Box 162059 EGFITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
Forl Worth TX 76161
Ingredient; Fipronil, Permethrin.Pyriproxifen
Guideline Reference Number Guidcline Study Nane MRID Number Submiter Slaus | Nole
Efficacy nnd Safety Data- :
Perniethriu
870.7200 Companion Animal safety 41056906 Coopers Animal ealth, Ine QLD
870.7200 Companion Animal safely 41953201 Coopers Animal Heolih, Inc. OLD
£70.7200 Companion Animal safety 43137201 Hartz. Mounlnin Corporation QLD
870.7200 Companion Animal safely 43447101 : Hariz Mounlain Corporation OLD
870.7200 Companion Animal safcty 43396408 ECTO Development Corporalion QLD
870.7200 Companion Animal safety 43612601 ECTO Development Corparation OLD
810.3300 Product Performanec - Elficacy 41038802 Cooper's Animal Healih OoLD
810.3300 Product Performanec - Elficacy 41038803 Cooper's Animal Health QLD
8103300 Produet Performance - Effiency 43137202 Harlz Mountoin Corparation QLD
810.3300 Preduct Perfonnanee - Elficacy 3137203 Hartz Mountain Corpaoration OLD
810.3300 Product Performanee - Elfiency 43396409 Teto Development Corpioration OLD
810.3300 Preduct Perfonmanee - Elficacy 43396410 Ecto Development Corporation OLD
810.3300 Produet Performanec - Efficacy 46006002 Wellmark I'UB
810.3300 Product Performanee - Efficacy 41683903 Eclo Development.Corporation OLD
810.3300 Product Performaiee - Efficacy 43111607 Hatlz Mowmlain Corporation OLD
810.3300 Produet Performance - Efficacy 43396409 Ecto Development Corparation OLD
810.3300 Produet Performance - Efficacy 43396410 Beto Development Corporation OLD
810.3300 Prodyel Performance — Efficacy-Biting Fly | 46978901 Bayer Iealthcare LLC PAY 11-13-06
Signaluic Name aird itle Dale
Craig Parks July 31,

d»—y; ré‘é- Viceg[’msidcul, Rescarch & Development 20 Iy2

EPA Foina $530-15{5-9)) ]?icclmn:‘e and Popee Yenigny Available. Submil only Papes vension, Ageney Tulermal Use l-:o By
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S. W,
WASHINGTON, D.C. 20460

Form Apiprovrd OMEB Ne, 2070-0050

Paperwork Reduetion Act Nolice: The public reporting burden for (his collection of information is estimaled o average 6.25 hours per respense for registration activities and €.25 hours fier responsc
for reregistralion ond special 1cview activities, mcluding time for reading (he instruetion mid completing the nceessary forms. Send cormments regarding (he burden estimate or my other aspeet of this
colleetion ol infovmaltion, including suggestions for redueing the burden to Direelor. OPPE Information Management Division (2137) U.S. Environmental Prolcclion Agency, 401 M Street, S.W.,

Washinglon, DC 20460. Do not send the {orm Lo Lhis address.

DATA MATRIX
Date: July 31,2012 EPA Reg. No./File Symbol 2382-TBA Page Sof L1
Applicant’s/Registrant’s Name & Addrcss Iroduet;
Yirbae Al, Ine
PO Box 162039 EFFITIX ™ TOPICAL SOLUTION IFCR DOGS
Fort Worlh TX 76161
| Ingredient; Fipronil, I'ermethrin.Pyriproxifen
Guideline Iteference Mingber Gmideline Study Name MRID Number Submiller Status Note
Lfficacy aid Safcly Data-
Termethvin
810.3300 T'roduct Perfonnance - Efficacy 42256901 Cooper’'s Animal Heallly, Ine. OLD
$10.3300 Troduct Performance - Bfficacy 43396409 Eeto Development Corporation OLD
£10.3300 Prodoet Perfonuance - Bfficacy 43356410 Eelo Developiient Cotporalion oLD
Lfficacy and Safcty Data- |
Pyrigroxifen
870.7200 Cotmpanion Animal safety 43396408 Ecto Developuent Corporalion QLD
B70.7200 Companioit Attittial Safely 43612601 Eeto Developmeid Corporalion OLD
870.7200 Cotupanion Aunimal Safely 44900902 Virbac AH, lue. OWN
B70.7200 Companion Anittial Safely 44900903 Virbae A, Ine. OWN
870.7200 Companion Animal Safety 42178309 Sumitomo Chemical Comyany, Lid. QLD
&10.3300 Product Perfostiatee - Effteacy 44900904 Virbac Al Ite, OWN
8106.3300 Produet Periormance - Efficacy 45020601 Virbae AH, Inc. OWN
Signolure Name and Tille Dale
Craig Parks July 31,
4?; tﬁ“ﬁ Vicchrcsidcnt. Rescareh & Development 20]3(2

LEPA Parm 5370-3% {9-97) Elecireniz end Paper Vesions Available. Subimil only Prpet version.

Agrnry Intrrual Uar Copy
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Form Appeoved OM1 No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
£ 401 M Street, S.W.

AT L ATTT R A i

AUFNART TR M1 A0
WASTING TN, .U, 20460

Paperwork Reduction Act Notice: The public reporting burden for (his collection of information is estimaled lo average 0.23 honrs per response foz registration activilies and 0.25 hours per response
for reregistrotion and speeinl review activitics, including time for reading the instruction and completing (he neecszary forms. Scnd conmments regarding the burden estimale or any other ospect of this
collcction of information, including suggestions for reducing the burden to Dircelor: OFPE Information Management Division (2137} U.S. Environmental Prolcclion Agency, 401 M Street, S.W.,
Washingten, DC 20460. Do not send the form 1o this address.

DATA MATRIX
Dale: July 31, 2012 EPA Reg, NoJFile Symbol 2382-TBA Page 9 of 11
Applicant’s/Registrant’s Name & Adilress Produet:
Yirbac All, Inc
PC Box 162059 EFFITIX W PLUS TOPICAL SOLUTION FOR DOGS
Tort Worlh TX 76161 -
Ingredicnt: Fipronil, Permethrin. Pyriproxifen
Guideline Referenee Number | Guidelinc Study Name MRID Mumber Subinitter ] Slatus | Note
Chilll Resistant Packaging
40 CFR 157 Evaluation of the 1ml Applicator Tube with 1.0 ml water, 1 applicator | 48467130 Yirbac AT, Inc. : OWN
tube lest as a Poison I'revention Package for Virbac SA
40 CFR 157 Bvaluation of the Tml Applicator Tube will 1.0 ml water, 3 applicator | 48467131 Virbac Al Inc OWN
tubes lest as a Poison Prevention Package for Virbac SA
40 CTFR 157 Evoluation of the 1ml Applicator Tnbc with 1.0 ml walcr, 6 applicator | 48467132 Virbac ALl Inc. OWN
tubes Lest as n Poison Prevention Packoge for Virbae SA
40 CFR 157 Evaluation of the 1inl Applicolor Tube with 1.0m1 saler, 36 48467133 Virbac AL Ine OWN
applicator tnbes lest as a Poison Prevenlion Packagc for Virbac
40 CFIR 157 Evalnation of the 3ml Applicator Tube with 2.0ml waler, 1 applicator | 18467134 “Virbac All, Ine. OWN
tube lest as a Poison Prevention Package for Virbae SA
10 CFRR 157 Evaluation of the 3ml Applicator Tube with 2.0ml waler, 3 applicator | 48467135 Virbae ALL Inc OWN
tubes test as a Poison Prevention Package for Virbac SA
40 CFIRU 157 Evaluation of the 3inl Applicator Tube willi 2.0ml water, 6 applicator | 48467136 Virbac AEL Inc. OWN
tubes tesl as a Poison Prevention Packoge for Virbae SA
Signature Namc and Title Dale
/ N z . Craig Parks Tuly 31,
et Vice President, Rescareh & Development 2012
ERA Forne 857035 (9-57) Elecironic and Papes Yersionr Available. Submil only Paper vession. Agenry Inlerizal Uee Copy
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Farm Approved QMHE Ne. 2010-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Rednetion Aet Nolices The pnblie reporting burden for this eolleetion of information is estimated to average 0.25 hours per 2esponse for registration activities and .25 hours per response
for reregistzation and spiceial revicwy activitics, including time for reading the instmetion and completing the necessary forms. Sead comments regarding the birden estimale or any other aspeel of this
collestion of mformation, including snggestions for reducing the burden to Dircetor; OPPE Infoumation Management Division (2137} U.8. Enviromnental Protcction Ageney, 401 M Strect, 8.W.,
Washington, DC 20460. Do not send the form to this adhlress.

DATA MATRIX
Date: July 12, 2012 EPA Reg, No./File Synibol 2383-TBA Page 10 of 1L
Applicant's/Registrant’s Name & Address Froduct:
Virbac AlL, Inc
IO Box 162059 EFFITIX ¥ 1PLUS TOVICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredicnt: Fipronil, Bermethrin Pyriproxifen
Giideline Guideline Study Name MRID Number Submitler Stalus  § Nole
Reference Number
40 CFR 157 Evaluation of the 3ml Ajyiticator "Fube with 2.0ml water, 36 applicator | 48467137 Virlue A, Inc, OWN
lubes leslt as a Poison Prevention Package for Virbac SA
40 CFR 157 Evaluation of the 6wl Applicator Tube with 4.0n4d waler, | applicator 48467138 Virbac AlL Inc OWN
tube lest as a Poison Prevention Package for Virbae SA
40 CFR 157 Evaluation of the 6ml Applicator Tube wilh 4,0ml water, 3 applicator 48467139 Virbac A, Ine. OWN
tubes 1est asa Poison Prevention 1fackage for Vinbae SA
40 CFR 157 Evaluation of the Sl Apqdicater Tube with 4.0m1 water, 6 applicalor 48467140 VYirbac All, Inc OWN
1ubes lesl as a Poison Prevention Package for Vinbae SA .
40 CFR 157 Evaluation of the &ml Appilicator ‘Fube with 4,0ml water, 36 applicalor 48467141 Virthae AU, Inc, OWN
tubes test as a Foison Irevention Package for Vivbae SA
40 CFR 157 Ewvaluation of the & ml Applicator Tube with 6,0ml water, 1 applicator 48467142 Virbac Al Ing OWN | Vel43
tnbe fest as a P'oison Prevention Package for Virbac SA :
Signature Nanwe and Tille Date
Craig Parks © | July 31,
@ /ﬁ.é- Viccgl‘rcsidcnt, Rescarch & Development 20 Iy2
LPA Fom £570-35 (2-9T] Cleelronic snd Papar Versions Available, Subitidionly Paper version. Agrory lulermal Use Copy
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Form Appeoved GAMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Papervorlr Reduelion Act Noltice: The public reporting burden for this coilection of informalion is eslimated 1o average 0.25 hours per respanse for regisiration activitics and 0.25 hours per responsc
for rercgistration and special review aclivities, including time for reading (he instmetion and completing (he necessary forms. Send comunents regarding the burden estimate or any olher aspeet of this
coflection of information, including suggestions for reducing the burden to Director; QPPE Information Management Division (2137) U.S. Environmental Prolection Agency, 401 M Sizccl, 5.W,,
Washinglon, DC 20460, Do not send the form 1o this address.

DATA MATRIX
Dalc: July 31, 2012 EPA Reg. No/File Symbol 2382-TBA Page LLof L1
Applicant’s/Repistrant’s Name & Address Producl:
Yirbac Alf, Inc
PO Box 162059 EFFITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
Forl Worlh TX 76161
Ingredient: Fipronil, Permethrin Pyriproxifen
Guideline Reference | Guideline Sindy Name MRID Number Submiller Statis | Nole
Number -
40 CFR 157 Lvaluation af the 6 mi Apphicator Tube wilth 6.0ml waler, 3 applicator | 18467143 Virbac AH, Inc. | OWN
lubcs lest as a Peison Prevention Package for Yirbae SA
40 CI'R 157 Evaluation ol the 6 ml Applicator Tube wilh 6.0ml waler,6 applicator | 48167144 Virbac AH, Inc OWN
lubes 1551 as a Poison Prevention Package Virbae SA
40 CFR 157 Evaiuation of the 6 m1 Applicator Tube with 6,01} waler,36 applicator | 48467145 Virbac All, Ine, OWN
lubes tesl as n Poison Prevention Package for Virbac SA
40 CFR 157 Lvaluation afthe 1 1 Applicator Tubce wilh 0.5 ml waler, 1 applicator | 18095215 Virbac AH, Ine. OWN
lebe t2st for Child-Resistant Effcetivencss
40 CTFR 157 Evaluation ol the L ml Applicatar Tube wilh 0.5 mi waler, & 48095216 Virbac All, Inc OWN
applicators tube Lest for Child-Resistant Eficetivencss
40 CFR 157 Evaluation of the 1 ml Applicator Thbe with 0,5 ml waler, 36 48095217 Virbae AlY, Ine ' OWN
applicalars be lest for Child-Resgistant Lffectjvencss
40 CFR 157 Evaluation of the 1 ml Applicator Tube with 0,5 ml waler, 1 appheator | 48095218 Vitbac AIL, Inc OWN
tbe Lest for Senior-Use Elfectivencss
40 CFR 157 Evalnalion of the 1 mi Applicator Tube wilth 0.5 ml waler, 6 48095219 Virbac AH, Ine OWN
applicalors (ube lest for Scoior-Usc Bffceliveness
40 CFR 157 Evahiation of the 1 mi Applicater Tube with 0.5 ml waler, 36 48095220 Virbac AlL, Inc OWN
applicators (ube test for Scnior-Use Elfectiveness
40 CFR 157 Evaluation of the tml applicalor ibe willy ¢.5¢ ml waler, 3 applicator | 48410018 Virbae ALL Inc OWN
tbe lest for Child-Resistant Elfectiveness
40 CFR 157 Evalualion of the 1ml applicator webe with ¢.5¢ ml waler, 3 applicator | 48410019 Virbac AL, Inc OWN
be test for Senior-Use Effecliveness .
Signalure Namc and Tille Dale
Craig Parks July 31,
/ : é z Vice President, Rescarch & Developmenl 2012

EFA Fornf 3570-35 (9-57) Eleciionic and Pager Versions Available. Subnail only Pspe: version Apency Iniernal Use Copy



*Product ingredient source information may be entitled to confidential treatment*

Form Approved, OMB No. 2070-D060. Approval expires 5-31-98

United States
Envirenmental Pretection Agency
Washinglon, DC 20460

Formulator's Exemption Statement

SE

(40 CFR 152.83)
Applicant's Namc and Address EPA File Symbol/Repistration Number
Virbac Animal Heaith 23R2-NEW
P. 0. Box 162059 Product Name
Ft. Worth, TX 76137 EFFITIX™ PLUS Topical Solwion for Dogs
Late of Confidentiat Statement of Formula (EPA Form 8570-4}
July 12, 2012

As an authorized representative of the applicant for registration of the product identified above, 1 certify that;

(1) This product contains the following active ingredient(s):permethrin

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient inthe
manufacturing, formulation or repackaging another product which contains that active ingredient which is repistered under FIFRA

Scetion 3, is purchased by us from another producer, and is labeled for at lcast cach vse for which my product is proposed to be
labeled.

(3} Indicate by checking (A) or (B) below which paragraph applics:

{A) An accurate Confidential Statement of Formula (EP4 FORM 8570-4) for the above identified product is attached io this
statement. That formula statement indicates, by compaty name, registration number, and product name, the source of the
active ingredient(s) listed in paragraph (1)

OR

[ ] (B)The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete,
current, and accurate and contains the information required on the current CSF

(4} The following active ingredicnts in this product gualify for the formulater’s exemption

Source
Active Ingredicnt Product Name Repistration Number
Permethrin F-- [
Pyriproxyfen r BN
Name and Title Date
. é d Vice President, Research & Deovelopment August 3, 2042
Signaturc - j
EDA Form 857027 (Rev. 8-05) Whitc - EPA copy

Yellow - Applicant copy

LY

*UL.S. GPO: 1995-388-820/20413
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Virbac Effitix Plus
8/2/12

TRANSMITTAL DOCUMENT
NAME AND ADDRESS OF SUBMITTER:

Virbac Animal Health, Inc. (EPA Company Number 2382)
P.0. Box 162059

Fort Worth,

TX 76161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to register an end use product named EFFITIX™ Plus Topical Solution

for Dogs,
SUBMITTA], DATE:
August 2, 2012
Volume | Study Name {Lab Referenee Number} MRID
TRANSMITTAL DOCUMENT 48896300
-1 Product Speciftc Chemistry For 48896301
Effitix™ Plus Topical Solution for Dogs
2 Quantification of the Active Ingredients
~ Fipronil, Permethrin and Pyriproxifen in Five 48896302
Baichcs by Validated Methods
3 Determination of the physic-Chemical Property
< Appearance {Color, Physical State, and Odor) 48896303
(D42327)
4 Determination of Oxidation/reduction:
- Chemnical Incompatability (D42305) 48896304
5 Determination of the Physico-Chemical Property
™~ “Flash Point® (D42316) 48896305
. 6 Determination of the Physico-Chemical Property
~i Viscosity (D42272) 48896306
- 7 Determination of the Physico-Chemical Property
oH (D42294) 48896307
3 Determination of the Physico-Chemical Property
'\5‘
Relative Density (D42283) 48896308
N 9 Acute oral toxicity (D42171) T 48896309
10 Acute dermal toxicity (D42182) ~ 48896310
11 Primary eye irritation {D42193) ™ 48896311
12 Primary dermal irritation (D42202) 48896312
13 Dermal sensitization (D42215) ™ 48896313
14 Summary of Efficacy Data For "
Effitix™ Plus Topical Solution for Dogs. 48896314
15 Summary of Companion Animal Safety Data
For Effitix ™ Plus Topical Solution for Dogs 18896315
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Virbac’s Master Label

Date 19 July 2012 Version US-19 EPA Reg. No. 2382-xxx
Fipronil+PermethrintPyriproxyfen Topical Solution for Dogs

Optional Text Appears In Brackets

EFF!TIXTW'I PLUS TorICAL sOLUTION FOR DOGS

Front, back and side panels

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING 4 TO 10.8 LBS,
WEIGHING 11 TO 22.8 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 1O 88.9 LBS, WEIGHING 89
TO 132 1BS).

Front panel and Back Pane!

ACTIVE INGREPIENTS:

Fipronil... . PSRRI ; X4 -
Permelhnn . 44.8%
Pynproxyfen 1.8%
OTHER INGREDIENTS: Lottt i i s s srs i i s sa e sessetsessbe srtats sttt ts sanatsmat st nrntenaorassais vanarnrnaars 9 0.8%
TOTAL: . v rererennresnnsen peesrennsnsans par paneasspesrenesnsraneernnens L O0.0%

ms.*trans ratm maxnmum 55% (:) cns and mmnmum 45% (:) trans

KEEP QUT OF REACH OF CHILDREN

CAUTION

READ ENTIRE LABEL BEFORE EACH USE
Back Panel

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
HAZARDS TO HUMANS .

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with skin, eyes, or clothing. Wash hands
thoroughly with seap and water afier handling and hefore eating, drinking, chewing gum, using fobaceo, or using the tailet.

HAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY.
Symbo! on Front Panelf Symbol and text on Back panel

DO NOT USE ON CATS — IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN
IMMEDIATELY. = -

Back Panel

Do not use on puppies under 8 weeks of age, Individual sensitivities, while rare, may occur after using ANY pesticide praduct. Dogs
may experience some lemporary irritation at the site of product application. It signs of sensitivity cccur, bathe your pe! with mild soap
or shampoo and rinse with large amounts of waler. ¥ signs of sensitivily occur and persist, contac! a veterinarian immediately. If your
dog has an unusual reaction o the initial application, consult a velerinarian hefore repeating application, Certain medications ¢an
intaract with pesticides. Consul! a velerinarian before using on medicated, debililated, aged, pregnant or nursing dogs, or animals
known o be sensilive to peslicide products.

EPA Reg. No. 2382.xxx page ! of 7 — Pending Master labe! Submitted Aupust 3, 2012
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Back Panel (single presentation on insert)

FIRST ALD

IF SWALLOWED: = Gall a poison conlrol center or doctor immediately for treaiment advice.

= Have person sip a glass of waler if able {o swallow.

+ Do netinduce vomiting unless {old o do so by a poison control cenler or doetor,
= Do not give anything to an unconscious person.

IF IN EYES: +  Hold eye open and rinse slowly and gently with water for 15-20 minutes.
. Remova contact lensas, if prasant, after tha first 5 minutes, then continue rinsing eye.

- Call a poison cantrol center or doclor for frealment advice.

IF ON SKIN OR = Take off contaminated clothing.

CLOTHING : »  Rinse skin immediately wilh plenty of water for 15-20 minutes.

«  Gall a2 poison control center or doctor for trealmenl adwvice,

Have product container or label with you when calling & poison control center or doctor, or going for treatment.
You may zlso contact the Hotline number 1-800-338-365% for human or velerinary health concerns, emergency

medical treatment information or pesticide incidents.

Inside flap {single presentation insert only)

DIRECTIONS FOR USE

lLis a violation of Federal law {0 use this product in any manner inconsislanl with its labelling. Do not allew children (0 apply product.
TO PREVENT HARM TO YOU AND YOUR DO, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks of age, Do not splil lubes
between dogs. Do not use multipla {ubes on one dog. Weigh your dog |o be sure you are applying the right dose formulaled for the
weight of your dog. Overdosing your dog can resull in serious iliness, Do not bathe your dog within the first 24 hours efter the
product has been applied. If your dog is exhibiting signs of andfor is being treated for skin problems, talk to your veterinarian before
applying any lopical flea and lick control producl,

Do not apply more often than once 2 {par) month {every 30 days).

For use on DOGS and PUPPIES 8 weeks old or clder, To repel and kill fleas, ticks, and mosquitoes; to kill fiea eggs, pupae and
larvae, lice, and to aid in conlrol of miles; Lo repel and prevent blood feeding by biting flies. Apply menlhly according to directions for
use.

APPLICATION DIRECTIONS

1. Ramove one applicator from packaging.
Hold applicator upright and remove cap.
2. Invert cap and place other end back onlo applicator tip.

Push cap down (o break seal.
Remaove cap prior {o treatment applicalion.

3. Part dog's hair unlil skin is visible.

Place applicator tip direclly against exposed skin.

3a. For small dogs and puppies 8 weeks old or older weighing 4 tc 10.9 Ibs or weighing 11 to 22.9 [bs- Deposit
enlire contenis by squeezing the entire applicator contenls onlo dog's skin, at '
a single site, between the shoulder blades as shown in diagram 3a,

b, For medium dogs 23-44.9 Ibs or large dogs 45-88.9 |bs- Apply the product evenly to three spots on the dog's back,
starting between the shoulder blades and continuing on o the second and third spols as shown in diagram 3b,
squeezing the applicalor until emply.

3. For extra large dogs 89-132 (bs- Apply the product evenly o four spots on the dog's back, starting between the
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3¢, squeszing the
applicalor until emply.

Ensure that EFFITIX™ Plus Topical Solulion for Dogs is not applied supericially on dog's hair.

EPA Reg. No. 2382-xxx page 2 of 7 — Pending Masier label Submitted August 3, 2012
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Insert

FREQUENCY OF APPLICATION

Fleas, flea £4ggs, fiea pupae, flea larvae, ticks, [biting and chewing] and lice infestations can be controfled with manthly applications
of EFFITH(™ Plus Topical Solutien for Dogs. Biting flies and maosquitoes are Jalsg] repelled by EFFITIX™ Plus Topical Selution for
Dogs.

Fleas: EFFITIX™ Plus Tapical Safution for Dags can start killing adult fleas within € hours and tasts far [up to) thres months against
adult {leas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD], or if re-
infestation is I‘:ke'!y.
Ticks: EFFITIX™ Plus Topical Selution for Dogs can kill ticks for at least a month, Apply monthly where tick conirol is consisiently
needed.

Lice: EFFITIX™ Plus Topical Selution for Dogs can kill biting and chewing lice for jup to] a month. Apply manthly where lice contral
is consistently needed.

Mites: EFFITIX™ Plus Tapical Safution for Dags aids in jthe] control of [sarcaptic mangejjmite infestations that may cause sarcoplic
mangej.

Biting flies and Mosquitoes: When applied manihly, EFFITIX™ Plus Tapical Salution for Dags [prevents blood feading by] jand]
jrepels] biting flies and mosquitoes for up to 4 weeks {a (one] manth]. Kills mosquitoes for up to four weeks [a [one[ monfhl.

Notes: Walt at feast 30 days beiore re-application of EFFITIX™ Plus Topical Solution for Dogs. Aveid contact with treated area until
dry.

Back Pane{ (single presentation on insert]
S5TORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal.
STORAGE: Store unused product in original containar anly, out of reach of children and animals,

PESTICIDE /CONTAINER DISPOSAL: If empty: Nanrefillable. Do net reuse or refill this container. Offer for recycling, if available.
If partlaily filled: Call your local salid waste agency for disposal instructions. Never place unused product down any indoar or
outdoar drain.

Inslde Flap {sing!e presentation on insert)
LIMITEO WARRANTY AND OISCLAIMER

VIRBAC warrants this product only if it is used, stored and handled in accordance with the label instructions. The buyers and users
are solely responsible for all isks of use and handling of this product when such use and handling are contrary to or differ from the
labet instructions. To the extent permitted by applicable faw, any damages arising from a breach of this warranty shall be limited to
direct damages onfy and shall not include any type of consequential damages.

How supplled: For easy and convenient application, EFFITIX™ Pius Tapical Solution for Dogs is available in sizes for puppyltoy
dogs 8 weeks old or older and 4 to 10.9 Ibs {0.0f7 02)/(0.5 mL), small dogs 1 to 22.9 Ibs {0.034 11 oz)/{1.0 mL), medium dogs 23-
44.9 Ibs (0.068 fl 0z)/(2.0 mL), targe dogs 45-68.9 Ibs (0. 135 1 0z)/(4.0 mt], and extra farge dogs 89-132 Ibs (0.203 fl 0z]/(6.0 mL).

Net Contents: f (3, 6 or 36] single-dose applicator(s] per package cantaining 0.5 mL, (1mL, 2mL, 4mL or 6mLY 0.0 7 fl 0z, (0.034 1
oz, 0.068 fl oz, 0.135 fl oz, 0.203 fi oz} {ot sotution).

|Detachable] calendar {monthily application] reminder stickers {with Hllustration of dog or puppyj

Back Panet {single presentation on side panel)
EPA Reg. No. 2382-xxx
EPA EsL No. 2382-FRA-f

VIRBAC AH, INC.

PG BOX 62059

FORT WORTH TX 78161
1-800-338-3659

Made in France

EFFITIX™ is a trademark of Virbac S.A.
Questions or comments? Calt: {-800-338-3659.

EPA Reg. Mo 2382-x0x poage 3 of 7 - Pending Master tabel Submitted Augusr 3, 2012
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Text for Front Panel, Back Panel, Inside Flap and Side Panel

See package inseri(s) for directions for use and frequency of applicalion
See package insert for directions for use and storage and disposal

See package insert for frequency of application and storage and disposal
Cpen reseatable label for directions for use

Open reseatable label for directions for use and storage and disposal
See back panel for additional precautionary statements

See package insert(s) for frequency of application

See enclosed insert(s) for directions for use and storage and disposal
See enclosed insert(s) for directions for use

Lift here to open {LIFT HERE TO OPEN)

For Use on Dogs ONLY

Use ONLY on dogs

See inside flap for diractions for use

Text for Foil of Blister package

Virbac

EFFITIX™ Plus Topical Solution For Oogs

Only for use on dogs {4 to 10.9 Ibs, 11 o 22.9 Ibs, 23-44.5 Ibs, 45-88.5 lbs, 88-132 Ibs)f{0.017 oz ,0.034 fl 0z,0.068 floz, 0.135 1 oz,
0.203floz) (0.5 mL, 1.0 mL, 2.0 mt, 4.0 mL, 5.0mL})

Contains fipronit {6.0%), permethiin (44.88%), and pyriproxyfen (1.8%)
KEEF OUT OF REACH GF CHILDREN

CAUTION

See full label for additional directions

EPA Reg. No. 2382-x0c¢

DO MOT USE OM CATS

CAT PROKEIBITION ICON

Text for Applicator Tube

Virbac

EFFITIX™ Plus

Topicat Sclution For Dogs

Only for use on dogs

{410 10.21bs, 11 10 22.9 Ibs 23-44.9 Ibs, 45-86.2 Ibs, 89-132 Ibs)/

{0.017 fl oz, 0.034 fl 0z, 0.0686 fl oz, 0.135 fl 0z, 0.203 fi 0z} {f (0.5 mL {1.0 mL, 2.0 mL, 4.0 mL, 8.0mL}[
Contains fipronit (6.0%), permethiin (44.8%), and pyriproxyfen (1.8%)

KEEP QUT OF REACH OF CHILDREN
CAUTION

See full lzbel for additional diractions
DO NOTUSE ONCATS

EPA Reg. No. 2382000

CAT PROHIBITION tCON

MARKETING CLAIMS

[Multiple infestations]

«  For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea pupae, flea larvae, ticks, mosquitoes,
and lice.

+«  [When{ Applied topically on a monthly basfs, EFFITIX™ Plus Topical Solution for Dogs repels and kills fleas, ticks and
mosquitoes, kills flea eggs, flea larvae, [biting, chewing(lice, aids in the control of sarcoptic mites, and repels (and inhibits
blood feeding by biting flies and mosquitoes.

«  [Whenj Applied fopically on a2 monthly basis, EFFITIX™ Plus Topical Solulion for Dags repels and Kills fleas, ticks and
mosquitoes, kills flea eggs, flea larvae, (biting, chewing( lice, aids in the control of mites that may cause sarcoptic mange,
and repels [and inhibits blood feeding by( bitin$ flies and mosquitoes.

«  For easy and convenient application, EFFtTIX™ Plus Topical Sclution for Dogs is available in sizes for puppyfioy dogs {8
weeks old or older} and 4 to 10.9 Ibs (0.17 1l 02{(0.5 mL{, small dogs 11 to 22.9 Ibs [0.034 l 02](1.0 mL[, medium dogs 23-
44.8 |bs [0.068 l oz{ [2.0mLi), large dogs 45-88.9 Ibs [0.135 fl oz (4.0 mL), and extra large dogs 89-132 Ibs (0.203 l oz
16.0 mL].

«  EFFITIX™ Plus Topical Solution for Dogs contains the active ingredients fipronil, permethrin, and pyriproxyfen which
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel [against( biting flies, and repel
and kill mosquitoes.

Kills fleas, flea eggs, flea larvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes
Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and mosquitoes

Kills and repels ticks

For thea control and prevention of flea, flea egg, flea pupae, flea larvag, [and lice] infeslations

.- " + 2w

EPA Reg. No. 2382-xxx page 4 of 7— Pending Master tabel Submitted August 3, 2012
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+  Research has shown that flea, flea egg, flea pu;?ae, flea tarvae, tick {biting and chewing] lice infestations, can be
controlled with monlw applications of EFFITIX™ Plus Topical Solution for Dogs. Biting flies and mosquitoes are [also|
repelied by EFFITIX' Plus Topical Solution for Dogs.

»  Effective monthty application against fieas, fiea eggs, flea pupae, fiea larvae, ticks and mosquitoes

. Kilts fleas, flea eggs, flea larvae, ticks and mosguitoes for up to one month

»  Monthly apptication is recommended for control and prevention of fleas, flea eggs, flea pupae, flea larvae, ticks and
mosquitoes

. Long tasting fiea, fiea egg, flea pupae, fiea tarvae, tick and mosquito control for your pet

+  EFFtTIX™ Plus Topica! Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, flea
larvae, ticks, biting flies, mosquitoes, and lice on dogs 8 weeks of age and otder

«  Helpstorelieve your dog's pain Jdiscomfort) by controlling flea, flea egg, flea pupae, flea tarvag, tick and lice infestations

»  Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, babesiosis, anaplasmosis, ehrlichiosis,
hepatozoonosis and heartworm disease.

«  Kills fleas, flea eggs, fiea larvae, ticks, mosquitoes, lice, and aids in control of sarcoptic mites

»  Kills fleas, flea aggs, flealarvae, ticks, mosquitoes, lice, and aids in contro! of mites that may cause sarcoplic mange

. Kills and repels fleas, ticks, and mosquitoes.

{Fieas]
«  Fleas: EFFITIX™ Plus Topica! Solution for Dogs can kil adult fieas in & hours and adult fieas, flaa eggs and flea tarvae for

up fo three months. Apply menthly if your dog has fleas that may cause flea altergy dermatitis [FAD[, or if reinfestation is

liketly.

«  Kills nawly emerged aduit fleas prior 1o egg laying

Fieas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFFITIX™ Plus Topica! Solution

for Dogs

Prevent all immature flea stages in the dog's envitpnment from developing

Stenlizes and Kilts (adult] fleas

Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae)

Prevents develppment of all flea stages (flea eggs, flea pupae and flea larvae] for up to [3 months| [80 days)

Dual Action: fipronil and permethrin to kill adult fleas and pyriproxyfen to kill flea eggs and flea larvas

With pyriproxyfen (IGR)” to break (the[ fles life cycle

*insect growth regulator

Kills fleas [within 6 hours| that may transmit bartonellosis, (lularemia) [and tapeworm|

Kills fieas within 6 hours] that may transmit the following diseases: barionellosis, (tularaemia) (and tapeworm infestations|

Kills fleas [within 6 hours| that may transmit the folipwing diseases: barionellosis and tularemia

Rapid Kill of fleas is important in the prevention of the following diseases: bartonaliosis and tularemia

Acts o kill fleas thal may transmil the following disease: barteneliosis and tularemia

Kills fleas that may serve as an infermediate host for tapeworms [Dipylidium caninum|

Kills fieas that may serve as an infermediate host for cysticercoids of tapeworms

Kills fieas that may sarve as hosts for life cycle intermediates of tapeworms

Kilis (adulf) fleas [within & hours| that may cause Flea allergy Dermatitis [FAD] Jor] [flea-bite anemia]

Fleas do not have o bile to die

Controts highty Jirmitating) {annoying] {flea| bites

EFFITIX™ Plus Topicat Sofution for Dogs rapidly kitls fleas that may cause FAD |Flea Allergy Dermatitis)

The successive feeding aclivily of fieas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy

Dermatitis JFAD]

EFF{TIX™ Plus Topicat Sofution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis JFAD]

Kils fleas which (that] may causa flea-bite anemia

Effective monthly application against fleas, flea eggs, flea pupae, and flea larvae

Effective monthly control of fleas, flea eggs, fiea pupae, and fiea tarvas

Kills adult fleas for up to one month {4 weeks]

Prevents flza eggs from hatching or develpping into larvae or adult stages (for up to [S0 days) (2 months)|

Kitls adult fleas, fiea eggs, and fiea tarvae for up to three months { 2 weaks] however it your dog is susceptible io Flea

Allergy Dermatitis (FAD] it is recommended to use monthly

Kills fleas, flea eggs, and fiea larvae

EFFITIX™ Plus Topicat Sptution for Dogs kills fleas, flea eggs, flea pupae, and flea farvae on your dog

Cnce a month topical flea controt for dogs and puppies 8 weeks of age or oider

EFFITIX™ Plus Topicat Solution for Dogs is indicated for the pravention and contro! of fiaas, flea eggs. flea pupas, and

flea tarvae on degs and puppies 6 weeks of age and older

»  One application prevants further flea infastations for up to { {2 weeks] {three months]. Apply monthly if your dog has fleas

that may cause flea allergy dermatitis {FAD), or if reinfestation is likely.

Monthly treatment [all year) is recommended for confrol and prevention of fieas, flea eggs, flea pupae, and fiea tarvae

Provides ongoing protection against fleas and the following diseases: bartonellosis,[tularemiz([and tapeworm infestations)

they may transmit for one menth

Slops existing flea infestations by rapidly killing adult fieas, filea eggs, and fiea larvae

Kills fleas before they lay eggs

Slops existing flza infestations by killing adult fleas, flea eggs, and flea larvae

Prevents |Stops] re-infestations by killing adult fieas (before they lay eggs)

Treatment with EFFITX™ Plus Topica! Solution for Dogs rapidly kills fleas which may cause flea allergic dermatitis [FAD]

or flea bite hypersensitivity

Controls flea problems

Provides flea protection

«  Use flea (prevention] [protection] year-round

LI I I B I B D S B e e - % 3 % & W
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[Ticks]

Ticks: EFFITIX™ Plus Tapical Solution for Dogs can kill ticks for [up tof at least jone) manth, Apply manthly where fick
control is consistently needed.

Kills and repels all stages of Brown dog ticks, American dog ticks, Lona Star licks, and Deer ticks (that may transmil Lyme
disease, Rocky Mountain Spotted Fever, babesiasis, ehrlichiosis and anaplasmasis|

Kills ticks including Dear ticks |that may transmil Lyme disease and anaplasmaosis], American dog ticks (that may transmit
Rocky Mountain Spotted Fever], Brown dog ticks Jihat may transmi ehrlichiosis], and Lons Star ticks Jthal may transmit
hepatozoonasis] for up to ane manth [4 weeks]

iills ticks including Deer ticks |that may transmil Lyme disease and anaptasmaosis], American dog ticks {thal may transmit
Raocky Mountain Spotted Fever], and Brown dog ticks Jthat may transmit ehrlichiosis] for up 1o one month |4 weeks).

Kills Brown dog ticks (Rhipicephalus spp), American dog ticks (Dermacenior veriafilis], Deer ticks |xodes spp] and

Lone Star ticks [Ambfyomma americanum)] far up 1o ane manth [4 weeks].

Kills Lane Star ticks (Amblyomma amearicanum) for 4 weeks (for up {o one month].

Effective monthly application against ticks

{Masquiloas and biling flies]

Kills mosquitoes

iKills mosquitoas for up to 28 days [four weeks] |a (one] month]

Repels and inhibils blood feeding by biling flies and mosquiloes

Biting flies and mosquitoes: When applied monthty, EFFITIX™ Plus Topical Solution for Dogs [prevents blood feeding by]
{and] {repels] biting flies and masquitces far fup 1a) 4 weeks {a Jone] month]

Repels and kills mosquitoes for up to four (4) weeks

Prevents blood feeding by mosquiloes

Repels and prevents (inhibits] blood-feeding by biting flies

Repals and kills mesquitoes often befare they have a chance 1o take a blaed meal

{iPrevents blood-feeding by] [Kills and repels)] mosquitoes

Repels biting flies

Repels [{annoying]jbotharsome](nuisance]] biting fiies

Inhibits ]|annaying{lbathersome Jinuisance]| biting fiies

{iPrevents](inhibits]] bload-feeding by biting flias

Kills mosquitoes that may carry heartworm disease

Repals and kills mosquitos | Cufex spp, Ochlerofafus spp, Aedes spp] which may vectar heartwarm (Dirofffaria immitis] far
one month

JLice and Miles]

{Others]

* " =

Lice: EFFITE™ Plus Topical Solution for Dags can kill biting and chewing lice for a Jenef month. Apply monthly where lice
cantrol is consisiently needed.

Mites: (EFFITIX™ Plus Topicat Solution for Dogs] aids in Jthe] control of miles thal may cause sarcoptic mange.
Mites: {(EFF ITIX™ Plus Topicat Solution for Dags| aids in |the] control of sarcoptic miles

EFFTIX™ Plus Topical Solution for Dogs aids in {the) contral of mites that may cause sarcoplic mange.
Mhen applied monthy], EFFITIX™ Plus Topical Sotution for Dogs aids in {the) control of sarcoptic mange.
Alds in fthe] control of sarcoptic mange mite infestation

Kills chewing and biting lica

{Alsa) Kills lice and aids in control of mites that may cause sarcoplic mange

jAlsa) Kills lice and alds in contrel of sarcoplic mites

Controts existing chewing/biting lice infastations

Kills |{biting] {(chewing]] lice

Far control and prevention of [[hiting[ [chewing]] lice {infestations]

Stops exisling | biting] |chewing]] lice infestations

Prevents and controls |jbiting] Jchewing]] lice Jinfestations]

Pravides effective controt of [{biling] {chewing]] lice finfestations)

Kills | {biting] Jchewing]] lice and prevants further infestations

Far control and prevention of [infestation){with] [biting) [chewing]} lice

1 (3, 8, 36] applicator(s] (tubefs)] 0.5 mL (1.0 mL, 2,0 mL, 4.0 mL, 6.0 mL]

{ (2, 8, 36] applicator(s] (vbe]s)] 0.017 fl oz (0.034 fl 0z, 0.068 fl oz, 0.135 fl oz, 0.203 1 0z

1 (3, 6, 36] applicator(s] (tuba]s]) 0.017 fl 0z]0.5 mL], (0.034 fi oz 1.0 mL[, 0.068 fl oz {2.0 mL}, 0.135 fl oz {4.0 mL], 0.203
fl oz [6.0 mL)|

1 (3, 6, 36] applicator(s] (tuhes)) (each] containing 0.017 1 oz (0.5mL] (0.034 fi 0z ]1.0 mL), 0.068 fl oz (2.0 mL], 0.135 fi
0z (4.0 mL}, 0.203 fl 0z (6.0 mL]]

1 (3, 6, 36] applicator(s] (tube]s]]

1 (3, 8, 36] monthly dose(s] {applicatian]s]]

i (3, 8, 36] applicator(s] (ubefs)] 1 (3, 6, 36] month(ly) dose(s] (applicatian(s]

DO NOT USE ON CATS

This product is only for use on dogs and puppies 8 weeks of age or clder and weighing 4 1o 0.9 Ibs, weighing 1110 22.9
Ibs, weighing 23 10 44.9 Ibs, weighing 45 0 88.9 Ibs, weighing 89 {0 132 Ibs]

Easy and conventant application Japplications]

Remains effeclive for a {one) manth {4 weeks) for fleas, flea eggs, flea larvae, flea pupae, licks, mosquiloes and biting flies
Stops existing infestalions and prevents establishment of new infestations for flaas and ticks

Reinfestation of fleas, ticks and mosquitoas, (biling, chewing] lice and biling fiies is prevenied far a {one) month

EPA Reg. No. 2382-xxx page 6 of 7 Pending Master tabet Submitted August 3, 2042
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Convenient topical treatment for dogs

Quick onset of activity

Persistent efficacy through 30 days

Prevents [re-linfestation for one month

Once monthly application

Quick drying, non-greasy

[Convenient] [to use] Easy [to apply| spot-on [topical] application
Fragrance [odor) free

No noticeable odors

Singte application lasts 4 weeks [one month]) [30 days)

Easy to use applicator makes treatment simple Jtrouble free, smooth]
Convenient, easy to apply topical solution

Convenient, easy to apply and fragrance free topical solution

Starts working by [on] contact

[In] child-reststant packaging

Convenient [to use), easy to apply [topicat solution]

EFFTIX™ Plus Topical Sclufion for Dogs remains effective after bathing, shampooing, water immersion, or sunlight
exposure,

Waterproof [remains effective after bathing and swimming] for up to four weeks |a monthj Jone month]
Remains effective after exposure to sunlight

Remains effective even after bathing, water immersion, or exposure to rain or suntight
Remains effective even after bathing [and swimming]

Remains effectiva after exposure to rain and/for sunlight

Still works after bathing, swimming or exposure to sunlight
Maintains residual efficacy after bathing and swimming

Remains effective after bathing [and swimming] [[for a month) [for one month| [for up to four weeks||
For dogs that enjoy the outdoors

For indoor and cutdoor dogs

Convenient topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enjoy the outdoors

Sold by veterinarians

lustration of flea life cycle

(llustration of tick life cycle

llustration of mosquito life cycte

(lustration of mite life cycle

lllustration of louse life cycle

lllustration of flea

lllustration of tick

llustration of mosquito

lllustration of mite

INustration of louse

Picture or illustration of 2 dog [or puppy]

Picture or illustration of the Virbac logo

Picture or illustration of the primary package Japplicator tubes]

* & & & B & & & & & & 8 & 8 & 8B
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Text for Front Panel, Back Panel, inside Flap and Side Panel

See package insert{s} for directions far use and frequency of application
See package insert for directions for use and storage and disposal

See package insert for frequency of application and sforage and dispasal
Open resealable labet for directions far use

Open resealable labet for directions far use and storage and disposal
See back panet! for additionat precaufionary statements

See package inseri{s} for fraquency of application

See enclosed insert(s] for directions for use and storage and disposal
See enclosed insert(s) for directions for use

Lift here to open (LIFT HERE TG OPEN)

For Use on Dogs ONLY

Use ONLY an dags

Sea inside flap for directions for use

Text for Foil of Blister package

Virbac

EFFITIX™ Plus Topicat Solution For Dags

Only far use an dags (4 to 10.9 Ibs, 11 to 22.91bs, 23-44.9 Ibs, 45-88.9 lbs, 89-132 1bs}f(0.017 0z ,0.034 fl 02,0.068 fl 0z, 0.135 1 oz,
0.203 floz) (0.5 mL, .0 mL, 2.0 mL, 4.0 mL, 6.0mL})

Contains fipronil (8,0%), permethrin (44.88%), and pyriproxyfen (f.8%)
KEEP OUT OF REACH OF CHILOREN

CAUTION

See full label for additional directions

EPA Reg. No. 2382-0x

DG NOT USE ON CATS

CAT FROHIBITION ICON

Text for Applicator Tube

Virbac

EFFITLX™ Plus

Tapical Salution For Dags

Only for use on dags

(410109 1bs, 1110 229 lbs 23-44.0 lbs, 45-88,0 lbs, 88-132 sy

(0.017 fl az, 0.034 fl 0z, 0.068 fi oz, 0,35 fl 0z, 0.203 fl oz} [f {0.5 mL (1.0 mL, 2.0 mL, 4.0 mL, 6.0mL)}
Cantains fiprani! (6.0%), parmathnin {44.8%), and pyniproxyfen (1.8%%)

KEEP QUT OF REACH OF CHILDREN
CAUTION

See full labe! for additional directions
DO NOT USE ON CATS

EPA Reg. Mo, 2382-xxx

CAT PROHIBITION {CON

MARKETING CLAIMS

{Muliiple Infestations]

«  For convenient, quick-acting, long-lasting, effective contro! of fleas, flea eqys, flea pupae, flea larvae, ticks, mosquitoes,
and lice,

= [Whnen] Applied topically on a monthly basis, EFF{TIX™ Plus Topical Solution for Dogs repels and kills fleas, ticks and
masquitoes, kills flea eggs, flea lervag, [biting, chewing} lice, aids in the contre! of sarcoptic mites, and repels {(and inhibits
blood feeding by} biting flies and mosquitoes.

«  [Whnen[ Applied topically on a monthly basis, EFF{TIX™ Plus Topical Solution for Dogs repels and kills fleas, ticks and
masquitoes, kills flea eggs, flea larvae, [biting, chewing} lice, aids in the confral of mites that may cause sarcoptic mange,
and repels Jand inhibits bload feeding by} biting flies and mosquitoes.

=  Foreasy and convenient application, EFFITIX ™ Plus Tapical Solution for Dogs is available in sizes for puppyftoy dogs [8
weeks old or older] and 4 to 10.91bs {0.17 fl 0z}(0.5 L}, small dogs 1t to 22.9 1bs [0.034 {i 0z}{1.0 mL), medium dogs 23-
44.9 1bs 10.068 fl az} {2.0mL} large dogs 45-88.9 1bs 10.135 fl oz] (4.0 mL}, and extra large dags 89-132 lbs (0.203 1 oz}
6.0 mLE

«  EFFITIX™ Plus Topical Solution far Dogs contains the active ingredients fipronil, permethrin, and pyriproxyfen which

contre! infestations caused by fleas, fiea eggs, flea pupae, flea larvae, ticks and lice; repal jJagainst] biting flies, and repe!
and Kill mosquitoes,

Kills fleas, flea eggs, flea tarvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes

Repels and kills fleas and ticks

Repels fleas, ticks, bifing flies and mosguitces

Kills and repels ticks

For the contro! and prevention of fiea, fiea egg, flea pupae, flea larvag, [and lice}infestations

L B
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insert

FREQUENCY OF APPLICATION

Fieas, {lea eggs, flea pupas, flea larvae, licks, [biting and chewing] and lice inlestations can be controlled with monlhly applications
of EFFITIX™ Plus Topical Solution for Degs. Biting flies and mosquitces are (also] repelled by EFFITIX™ Plus Topical Solution for
Dogs.

Fleas: EFFITIX™ Plus Topical Sclution for Dogs can start Killing adult fleas within & hours and lasts for Jup to] three months against
adult fieas, flea eggs and flea larvae. Apply monthly if your dog has fleas thal may cause flea allergy dermatitis (FAD), or if re-
infestation is Iik%‘y‘

Ticks: EFFITIX™™ Plus Topical Solution for Dogs can kil ticks for al least a month. Apply monthly where tick cantral is consistently
needed.

Lice; EFFITIX™ Plus Topical Selution for Dogs can kill biting and chewing lice for {up to[ 2 menth. Appty monlhty where lice control
is consistently needed.

Mites: EFFITIX™ Plus Topical Selution for Dogs aids in the] control of [sarcoptic mange)mite infestations that may cause sarcoptic
mange].

Blting flles and Mosquitoas: When applied manthly, EFFITIX™ Plus Topicat Solution for Dogs [prevents blcod feeding by] (and]
{rapels) biling flies and masquitoes for up o 4 weeks (2 [ene month). Kills mosguitces for up to four weeks [a [one[ month).

Notes: Wait at least 30 days before re-application of EFFITIX™ Plus Topical Solution for Oogs. Avoid contact with treated area until
dry.

Back Panel (single presentation on insert]
STORAGE AND DISPOSAL

Do not conlaminate water, food, or feed by storage and disposel.
STORAGE: Store unused product in original container only, oul of reach of children and animals,

PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable. Do not reuse or refill this container. Offer for recycling, if available.
if partiatty fitted: Call your local solid waste agency for dispasal instructions. Never place unused product down any indoar or
outdaor drain.

Inside Fiap (single presentation on insert]
LIMITED WARRANTY AND QISCLAIMER

VIRBAC warrants this product only if il is used, stored and handled in accordance wilh the label insfructions, The buyers and users
are solely responsible for all isks of use and handling of this product when such use and handling are contrary 1o or differ from the
label instructions. To the extent permitied by applicable law, any damages arising from a breach of this warranly shall be limited o
direct damages only and shall not include any typa of consequential damages.,

How supplled: For easy and cenvenient application, EFFITIX™ Plus Topical Solution for Dogs is available in sizes for puppyftoy
dogs 8 weeks old or older and 4 o 10.9 Ibs (0.017 az]/{0.5 mL), small dogs 11 1o 22.9 Ibs {0.034 fl cz){1.0 mL), medium dogs 23-
44,9 1bs (0,068 i 02)/(2.0 mL), large dogs 45-88.9 Ibs {0.135 f 0z)/(4.0 mL), and extra large dogs 89-132 |bs (0.203 {l oz)/(6.0 mL).

Net Contents: 1 (3, & or 3€] single-dose applicalor(s) per package containing .5 mL, (fmL, 2mL, 4mL or 6mL) 0.017 fl oz, (0.034 I
oz, 0.068 fl oz, 0.135 fl oz, 0.203 1l oz) (of salution).

[Betachable) calendar {monthly application] reminder stickers {(with illustration of dog or puppy]

Back Panel (single presentation on side panet)
EFPA Reg. No. 2382-xxx
EPA Est. No. 2382.FRA-1

VIRBAC AH, INC.

PO BOX 162059

FORT WORTH TX 76161
1-800-338-3659

Made in France

EFFITIX™ is a trademark of Virbac S.A.
Questions or comments? Call: 1-800-338-3659.
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Back Panat {single presentation on insert)

FIRST AlD

tF SWALLDWED: »  Call a poison control canter or doctor immediately for treatment advice.

»  Have person sip a glass of water if able to swallow.

+ Do notinduce vomiting unless told to do so by a poison control center or doctor,
+ Do not give anything to an_unconscious person.

IF IN EYES: +  Hold eye open and rinse slowly and gently with water for t5-20 minutes.
= Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
+ _ Call a poison control center or doctor for treatment advice,

[F ON SKIN OR »  Take off contaminated clothing.

CLOTHING : »  Rinse skin immediately with plenty of water for 15-20 minutes,

- Cell a poison control center or doctor for treatment advice.

Have product container or labet with you when calting a poison controt center or doctor, or going for treatment.
You may atso contact the Hottine number 1-800-338-3859 for human or veterinary health concerns, emergency

medical treatment information or pesticide incidents.

tngide ftap {singte presentation insert only)

OIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its lebelling. Oo net ellow children to appty product.
TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE, FOLLOW ALL
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON
CATS OR RABBITS. DO NOT USE ON OTHER ANIMAL S,

00O NOT USE ON CATS.

FOR EXTERNAL USE DN DDGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks of age. Do not split tubes
between dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose formulated for the
weight of your dog. Overdosing your dog can result in serous Hiness. Do not bathe your dog within the first 24 hours after the
product has been applied. tf your dog is exhibiting signs of andfor is being treated for skin problems, talk to your veterinarian before
applying any topical flea and tick contrel product.

Do not apply more often than once a {per) month {every 30 deys].

For use on DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and mosquitoes; to kill flea eggs, pupae and
larvae, lice, and to aid in control of mites; to repel and prevent blood feeding by biting fiies. Apply monthly according to diractions for
use.

APPLICATION OIRECTIONS

1. Remove one applicator from packaging.
Hald zpplicator upright and remove cap.
2. Invert cap and place other end back onto applicator tip.

Push cap down to break seal.
Remove cap prior to treatment application,

3 Part dog's hair until skin is visible.
Place applicator tip directly against exposed skin,

3a. For smalt dogs and puppies 8 weeks old or otder weighing 4 to 10.9 tbs or weighing 11 to 22.9 |bs- Deposit
entire contents by squeezing the entire applicator contents onto dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3b. For medium dogs 23-44.9 Ibs or large dogs 45-88.9 tbs- Apply tha product evenly to three spats on the dog's back,
starting betwsaen the shoulder blades and continuing on to the second and third spots as shown in diagram 3b,
squeezing the applicator until empty,

3c. For extra targe dogs 89-132 Ibs- Apply the product avenly to four spots on the dog's back, starting between the
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the
applicator until empty.

Ensure that EFFITIX™ Plus Topical Solution for Dogs is not applied superficially on dog's hair.
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Virbac’s Master Label

Date 19 July 2012 Version US-19 EPA Reg. No. 2382-xxx
Fipronit+Permethrin+Pyriproxyfen Topical Scolution for Dogs

Optional Text Appears In Brackets

EFFITIX™ PLUS ToPIcAL SOLUTION FOR DOGS

Front, back and side panels

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING 4 TO 10.9 LBS,
WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 1LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89
TO 132 LBS).

Front panel and Back Panet

ACTIVE INGREDIENTS:
Permethrln e 44.8%
Pynproxﬁen 1.8%
CISJ’U'ans rallo ma)umum 55% (1} cis and mlnlmum 45% (1}lrans
KEEP QUT OF REACH OF CHILDREN
CAUTION

READ ENTIRE LABEL BEFQRE EACH UUSE

Back Panet
PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

HAZAROS TO HUMANS

Harmful if swallowed or absarbed through the skin, Causes eye imritation. Avoid conlacl with skin, eyes, or clothing. Wash hands
thoroughly with soap and waler after handling and before ealing, drinking, chewing gum, using lobacco, or using the loilel.

HAZAROS TO DOMESTIC ANIMALS
For external use on dogs ONLY,
Symbol on Front Panelf Symbol and text on Back panet

0o NOT USE ON CATS IF INGESTED BY CAT THAT ACTI"JELY GROOMS A RECENTLY TREATED DOG THIS
PROOUCT MAY HAVE SERIOUS HARMFUL EFFECTS lF THIS OCCURS CONTACT YOUR VE!'ERINARIAN
IMMEDIATELY. KRS .

Back Panel

Da not use an puppies under 8 weeks of age. Individual sensitivities, while rare, may occur affer using ANY pestlicide product. Dogs
may experiance some lemporary irritation al the sile of praduct application. If signs of sensilivily occur, bathe your pel with mild seaap
or shampoe and rinse with large amounts of waler. If signs of sensilivily cccur and persist, contacl a velerinanian immediately. If your
dog has an unusual reaction 1o the inilial application, consull a velerinarian before repeating applicalion. Certain medications can
inleract with peslicides. Consuli a velerinarian belore using on medicaled, debilitaied, aged, pregnant or nursing dogs, of animals
known lo be sensitive 1o pesticide products,
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+  Research has shown that flea, flea egg, flea pugae. flea larvae, tick [biting and chewing} lica infestations, can be
controlled with manthf‘y applications of EFFITIX™ Plus Topical Solution for Degs, Biting flies and mosquitoes are |alsg]
repelled by EFFITIX™ Plus Topical Solution for Dogs.

+  Effective monthly application against fleas, flea eggs, flea pupae, flea larvag, ticks and mosquitoes

. Kills fleas, flea eggs, flea larvae, ticks and mosquitoes for up to cne month

+  Manthly application is recommended for control and prevention of fleas, flea eggs, flea pupae, flea larvae, ticks and
mosquiioes

+«  Longlasting flea, flea egg, flea pupae, flea larvae, tick and mosquita contral for your pet

»  EFFITIX™ Plus Topical Sotution for Dogs is indicated for the prevention and controt of fleas, flea eggs, flea pupae, flea
larvae, ticks, biting flies, mosquitoes, and lica on dogs 8 weeks of age and otder

s Helps to relieve your dog'’s pain |discamfort] by controlling flea, flea egg, flea pupae, flea larvae, tick and tice infestations

. Kills the vectors that may transmit Lyme disease, Racky Mountain spotted faver, babesiosis, anaplasmasis, ehrlichiasis,
hepatozoonosis and heartworm disease.

»  Kills fleas, flea eggs, flea larvae, ticks, mosquitaes, lice, and aids in control of sarcoptic mites

¢ Kills fleas, fiea aggs, {lea larvae, licks, mosquitoes, lice, and aids in control of mites that may cause sarcoptic mange

»  Kills and repels flzas, ticks, and masguitees.

[Fleas}

*  Fleas: EFFITIX™ Plus Tapical Salution for Dogs can kill adult fleas in 6 hours and adult fleas, flea eggs and flea larvae for
up to three months. Apply menthly if your dog has fleas that may cause flea allergy dermatitis [FAD], or if reinfastation is
likely,

Kills newly emerged adult fleas prior to egg laying

Fleas, flea eggs, and flea larvae in the dog's environment are killed following cantact with EFFITIX™ Plus Topical Salution
for Dogs

Prevent all immature flea stages in the dog's environment from developing

Stenlizes and kills (adult] fleas

Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae)

Prevents development of all flea stages {flea eggs, flea pupae and flea larvae) for up to |2 months] (30 days)

Dual Action: fipronil and permethrin to kill adult fleas and pyriproxyfen to ill flea eggs and fiea larvae

With pyriproxyfen [IGR)” to break |the] flea life cycle

*insect growth regulator

Kills fleas |within 6 hours| that may fransmit bartenellosis, fularemial [and tapeworm}

Kills fleas [within 6 hours| that may transmit the following diseases: bartonellosis, [fularaemia] [and tapeworm infestations)
Kills fleas |within 6 hours| that may transmit the fotlowing diseases: bartansllosis and tularemia

Rapid kill of fleas is important in the prevention of the following diseases: bartonellasis and tularemia

Acts to kill fleas that may fransmit the following disease; bartonellosis and tularemia

Kills fleas that may serve as an intermediate host for tapeworms | Dipyhidium caninum}

Kills fleas that may serve as an intermediate host for cysticercoids ot tapeworms

Kills flaas that may serve as hosts for life cycte intermediates of tapewarms

Kills (adulf} fleas Jwithin 6 hours] that may causa Flea Allergy Dermatitis [FAD] Jor} (flea-bite anemia]

Fleas do nat have to bite to die

Cantrols highly Jirritating| (annoying| |flea) bites

EFFITIX™ Plus Tapical Solutien for Dogs rapidly kills fieas that may cause FAD [Flea Allergy Dermatitis|

The successive feeding activily of fleas on dogs may elicit a hypersensitivity skin disarder known as Flea Allergy
Dermatitis |FAD|

EFFITIX™ Plus Topical Solution far Dogs kills flzas and may reduce the incidence ot Flea Allergy Dermatitis [FAD|
Kills fleas which |that] may cause flea-bite anemia

Effective monthly application against fleas, fiea eggs, flea pupae, and flea larvae

Effective monthly control of fleas, flea aggs, flaa pupae, and flea larvae

Kills adult fleas for up to ane month |4 weeks]

Prevants flea eggs from hatching or developing into larvae or adutt stages [for up to (80 days] |3 months]}

Kills adult fleas, flea eggs, and flea larvae for up o three months |12 weeks| however if your dog is susceptible to Flea
Allergy Dermatitis (FAD} it is recommended to use monthly

Kills fleas, flea eggs, and flea larvae

EFFITIX™ Plus Topical Solution far Dogs kills fleas, flea 2ggs, flea pupae, and flea larvae an your dog

Once a month topical flea contral for dogs and puppies 8 weeks of age or older

EFFITIX™ Plus Tapical Solution for Dogs is indicated far the prevention and control of fleas, {lea eggs, flea pupae, and
flea larvae on dogs and puppies 8 weeks of age and older

«  One application prevents further flea infestations for up to (12 weeks] Jthree months]. Apply monthly if your dog has fleas
that may cause flea allergy dermatitis (FAD)}, or if reinfestation is likely,

Manthly treatment (all year] is recommended for contral and prevention of fleas, flea eggs, fiea pupae, and flea tarvae
Pravides onguing protection against fleas and tha following diseases: bartongllosis, Jtularamia)land tapewarm infestations(
they may transmit for ane month

Stops existing flea infestations by rapidly killing adult fleas, flea eggs, and flea larvae

Kills fleas befare they lay eggs

Stops existing flea infestations by kiling adult fleas, flea eggs, and flea tarvae

Prevents | Staps} re-infestations by kiling adult {leas (before they lay eggs}

Treatment with EFFITIX™ Ptus Topical Sclution for Dogs rapidly kills fleas which may cause flea allergic dermatitis [FAD]
of flea bite hypersensitivity

Canirols flea problems

Pravides flea protection

+  Useflea [prevantion] |profection| year-round

- B 4 B 8 B B B BB - & & "N
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Ticks: EFFITIX™ Plus Topical Selution for Dogs can kill ticks for {up to{at least [one] month. Apply manthly where tick

contral is consistently needed.

«  Kills and repels all stages of Brown dog ticks, American daog ticks, Lone Star ticks, and Deer ticks [that may transmit Lyme
diszase, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis]

«  Kills ticks including Deer ticks |that may transmit Lyme disease and anaplasmasis|, American dog ticks (that may transmit
Racky Mauntain Spotted Fever), Brown dog ticks fthat may transmit ehrlichlosis), and Lone Star ticks [that may transmit
hepatozaonosis] far up to one manth 4 weeks)

s Kils ticks including Deer ticks |lhat mey transmit Lyme disease and anaplasmosis], American dog ticks [that may transmit
Rocky Mauntain Spatted Fever], and Brown dog ticks [that may transmit ehrlichiasis] for up to one month [4 weeks].

+  Kills Brown dag ticks [Rhipicephatus spp), Amencan dog ticks [Dermacenlfar variabifis), Deer ticks [fxodes sppj and
Lone Star ticks {Amblyemma americanurn} for up to one month |4 weeks).

«  Kills Lone Star ticks (Amblyormma americanumy) for 4 weeks ffor up ta one maonth].

»  Effective manthly application against ticks

{Mosquitoes and biting fties{
+  Kils mosquitoes

Kills mosquitees for up lo 28 days [four weeks| |a [one] maonth]

Repels and inhibits bload feeding by biting flies and mosquitees

Biting flies and masquitces: When applied manthly, EFFITIX™ Plus Topical Solution for Dags [prevents blood feeding by)
[and] [repels] biting flies and masquitaes far jup to] 4 weeks [a fong) manth)

Repels and kills mosquitoes for up to four [4] weeks
Prevents blood feeding by mosquitces

Repels and prevents {inhibits] blood-feeding by biting flies

Repels and kills mosquitoes often before they have a chance to take a bBlood meal

[IPrevents blood-feeding by) {Kills and repels|| mosquitces

Repels biting flies

Repels {[annoying[bothersamejjnuisance]] biting flies

Inhibits {{annoying||bothersome ||nuisancal] biting flies

[[Preventsifinhibits]) bload-feeding by biting fies

Kills mosquitoes that may carry heartwarm disease

Repels and kills mosquitos (Culex spp, Ochlearofatus spp, Aedes spp| which may vector heartworm |Direfifaria immifis| for
one manth

LT T R T R I B )

[Lice and Mites{
« Lice: EFFITIX™ Plus Topical Solution for Dogs can kill biting and chewing lice for a jone] manth. Apply manthly where lice
control is consistently needed.
Iites: [EFFITIX“" Plus Topical Solution for Dogs] aids in [the] control of mites that may cause sercoptic mange.
Mites: [EFFITIX™™ Plus Topical Solution for Dags) alds in jthe] control of sarcoptic mites
EFFITIX™ Plus Topical Solution for Dogs aids in [the) cantrot of mites that may cause sarcoptic mange.
[When applied manthly], EFFITIX™ Plus Topical Solution far Dogs aids in [the] controt of sarcoptic mange,
Aids in [the] cantrol of sarcoptic mange mite infestation
Kills chawing and biting lice
[Also] Kills lice and aids in contral of mites that may cause sarcoptic mange
|Als0) Kills lice and aids in controt of sarcoptic mites
Caontrols existing chewing/biting lice infes|ations
Kills ||biting] [chewingi] lice
Far control and prevenlion of ||Gifing| |chewing|| lice |infeslalions)
Stops existing {[biting] {chewing)j lice infestations
Pravents and controls {|biting| |chawing|) lice |infas|ations)
Provides effective control of [[biting] [chewing]] lice {infestations]
Kills ||biting) {chewing|| lice and prevents further infestations
Far control and prevention of [infestation)jwith] [{biting] [chewing]} lice

* B ® 4 F B N OB WP ORE RS ORE N BB

{Others|{
. t {3, 6, 36) applicator(s) {tubefs]) 0.5 mL {t.0 mL, 2.0 mL, 4.0 mL, 6.0 mL)
o 1({3, 6, 26) applicator(s) (tubefs)) 0.017 1l oz (0.034 fi 0z, 0.068 f oz, 0.135 fi 0z, 0.202 fl oz)
= 1(3,6, 36) applicatar{s) {tubefs|) 0.0t7 fl 0z |0.5 mL), {0.024 fl 0z { .0 mL], 0.068 fl 0z [2.0 mL), 0.135 i 0z [4.0 mL], 0.203
floz [B.0omL)
13,6, 236) applicator{s) fubefs]) {each) containing 0.017 fl oz {0.5mL{ {D.034 fl oz {1.0 mL), 0.066 ff oz 2.0 mL), 0.135 #
oz {4.0 mL), 0.203 i 02 (6.0 mL)
1 (3, 6, 36) applicatar(s) {tube(sj}
1 {3, 8, 36) monthly dose(s) (application{s])
t {2, &, 36) applicatar(s) {tube|s)) 1 (3, 6, 36) month{ly) dose(s) {application{s)
DO NQT USE ON CATS
This product is only for use on dogs and pupples 8 weeks of age or older and weighing 4 to 10.9 Ibs, weighing 11t0 229
Ibs, weighing 23 to 44.% Ibs, weighing 45 to BB.9 Ibs, weighing 89 to 132 Ibs)
Fasy and conveniant applicalion |epplications)
Remains effeclive for a [one] manth [4 weeks] for fleas, flea eggs, flea larvae, flea pupae, ticks, mosquiloes end biting flies
Slops existing infestations and prevents establishment of new infestations for fleas and ticks
Reinfestalion of fleas, licks and masguiloes, |biting, chawing| lice and biting flies is prevented for e {ong) manth

EPA Reg, No. 2382-nxx page 6 of 7 Pending Master tabet Submitted August 3, 2062

61



Convenient lopical treatment for dogs

Cuick onset of activity

Parsistent efficacy through 30 days

Prevents Jre-linfestation for one month

Once monthly appiication

Quick drying, non-greasy

[Convenient} [lo use[ Easy |to apply| spot-on [lopical] appiication
Fragrance [odor] free

No noticeable odors

Single application lasts 4 weeks Jone month] [30 days]

Easy 10 use applicator makes treatment simple Jtrouble free, smooth]
Convenient, easy o apply lopical sotution

Convenient, easy to apply and fragrance free topicat solution

Starts working by {on] contact

|tn] child-resistant packaging

Convenient {lo use), easy to apply {lopica! solution]

EFFTIX™ Plus Topicat Solution for Dogs remains effective after bathing, shampooing, water immersion, or sunfight
axposure.

Waterproof {remains effective after bathing and swimming] for up to four weeks ]a month] [one month]
Remsins effective after exposure to sunlight

Remains effective even after bathing, water immersian, or exposure o rain or sunlight
Ramains effective even after bathing [and swimming]

Remains effective after exposure {o rain andfor sunlight

St works after bathing, swimming or exposure {0 sunlight

Maintains residual efficacy after bathing and swimming

Remains effective after bathing [and swimming] {ffor a month] {for one manth] {for up 1o four weeks])
For dogs that enjoy the outdoors

For indoor and ouidoor dogs

Convenient {opical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enfoy the outdoors

Sold by velerinanians

Hiustration of flea life cycls

Ylustration of tick life cycle

{ustration of mosguito life cycle

flustration of mite life cycle

{ustration of louse life cycle

Hustration of flea

Ytustration of tick

Hlustration of mosguito

Ylustration of mite

Hiustration of louse

Piciure or Hlustration of a dog |or puppy)

Picture or ilustration of the Virbac logo

Picture or lustration of the pimary package |applicator tubes)

# B B B B ¥ B S B K % B A B B A B EOAEF S AR AR
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Virbac’s Master Label

Date 19 July 2012 Version US-19 EPA Reg. No, 2382-xxx
Fipronil+Permethrin+Pyriproxyfen Topical Solution for Dogs

Optional Text Appears In Brackets

EFFITIX™ PLUS ToricAL SOLUTION FOR DOGS

Front, back and side panels

FOR USE ONLY ON DOGS AND PUPPIES § WEEKS OLD OR OLDER (WEIGHING 4 TO 10.9 LBS,
WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89
TO 132 LBS).

Front panel and Back Panel

ACTIVE INGREDIENTS: ;

Fipronil... O UPRUS PR UPRUR  £ d
Permethnn rerees .. 44.8%
Pyriproxyfen........... . 1.8%

casnrans raho maxnmum 55% (t) cns and mnmmum 45% {t) 1rans

KEEP QUT OF REACH OF CHILDREN

CAUTION

READ ENTIRE LABEL BEFORE EACH USE
Back Panel

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
HAZARDS TO HUMANS

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with skin, ayes, or clothing. Wash hands
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS
For externat use on dogs QNLY.
Symbot on Front Panelf Symbot and text on Back panel

DO NOT USE ON CATS — IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATEO 006, THIS
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN
IMMEDIATELY. - . s

Back Panast

Do not use on puppies under 8 waeks of age. tndividual sensitivities, while rare, may occur after using ANY pesticide product. Dogs
may experienca some lemporary irmitation at the site of product application. f signs of sensitivity occur, bathe your pet with mild soap
or shampoo and rinse with targe amounts of waler. If signs of sensilivity occur and persist, contac! a velerinarian immediately, If your
dog has an unusual reaction to the injtial application, consult a velerinarian before repeating application. Certain medications can
interact with pesticides. Consult a veterdnarian before using on medicated, debilitated, aged, pregnant or nursing dogs, or animats
known to be sensitive to pesticide products.
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Back Panel (single presentaticn cn insert)

FIRST AlO

IF SWALLOWED: «  Call 2 polson controt center or doctor immediately for treaiment advice.

»  Have person sip a glass of water if able 1o swallow.

« 0o not induce vomiting unless told to do so by a poisen control center or doctor,
« Do not give anything o an unconscious person.

IF IN EYES: «  Hold eye open and rinse slowly and gently with water for 15-20 minutes,
. Remeova conlact lenses, if present, after the first 5 minytes, than continue rinsing eye.
+  Call a poison controt center or doctor for treatment advice.

IF ON SKIN OR +  Take off contaminated clothing.

CLOTHING : +  Rinse skin immediately with plenty of water for t5-20 minutes.

. Call 2 poison control center or doctor for treatmant advice.

Have product container or labet with you when calting a poison control center or doclor, or going for treatment.
You may also contact the Hotline ntmber 1-800-338-3659 for human or veterinary health concerns, emergency
medical treatment information or pesticide incidents.

inside flap (single presentation insert only)

OIRECTIONS FOR USE

ftis a vivlation of Federal law {o use this product in any manner inconsistent with its labelling. Do not allow children o apply product.
TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY, DO NOT USE ON
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PURPPIES ONLY. Do not use on dogs and pupptes under 8 weeks ot age. Do not split tubes
betwean dogs. Do not use multiple tubas on one dog. Weigh your dog 1o be sure you are applying the right dose formulated for the
weight of your dog. Overdosing your dog can result in serious fliness. Do not bathe your dog within the first 24 hours after the
product has been applied. It your dog is exhibiting signs of and/or is being treated for skin problems, talk to your veterinarian before
applying any topical flea and tick control product.

Do not apply more often than once a {per) menth [every 30 days|.
For use on DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and mosquitoes; o kill fiea eggs. pupas and

larvag, lice, and o aid in control of mites; to repel and prevent blood feeding by biting fiies. Apply monthly according to directions for
use.

APPLICATION DIRECTIONS

t. Remove one applicator from packaging.
Hold applicator upright and remove cap.
2. Invert cap and place other end back onto applicator Uip.

Push cap down o break seal.
Remove cap prior to treatment application.

3. Part dog’s hair until skin is visibte,
Place applicator lip directly against exposed skin.

3., For smatl dogs and puppies § weeks old or older weighing 4 t0 10.9 1bs or weighing t1 to 22.9 |bs- Deposit
entire contents by squeezing the entire applicator contents onto deg's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3b. For medium dogs 23-44.9 Ibs or targs dogs 45-88.9 Ibs- Apply the produc! eventy to three spots on the dog's back,
starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 3b,
squaezing e applicator untll empty.

3¢ For extra targe dogs 89-132 Ibs- Apply the product evenly to four spots on the dog's back, starting between the
shoulder blades and continuing on o the second, third and fourth spots as shown in diegram 3c, squeezing the
applicator until empty.

Ensure that EFFITIX™ Plus Topical Solution for Dogs is not applied superficially on dog's hair.
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Insert

FREQUENCY OF APPLICATION

Fleas, flea £ggs, flea pupae, flea larvae, ticks, |biling and chewing) and lice intestations can be controlled with monthly applications
of EFFITIX™ Plus Topical Solulion for Dogs. Biting flies and mosguitoes are (also] repelled by EFFITIX™ Plus Topical Solution for
Dogs.

Fleas: EFFITIX™ Plus Topical Selution for Oogs can start killing adult fleas within 6 hours and lasts for (up o] three months against
adull fleas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause flea allergy dermalitis {(FAD), or if re-
infestation is Iike’LyA
Ticks: EFFITIX™ Plus Topical Solution for Dogs can kill ticks for at least a month. Apply monthly where tick confrol is consistently
needed.

Lice: EFFITIX™ Plus Topical Solution for Dogs can kill biting and chewing lice for Jup to] a mornth, Apply monthly where lice control
is consistently needed.

Mites: EFFITIX™ Plus Topical Sotution for Dogs aids in [the] control of |sarcoplic mange)fmile infastations that may cause sarcoplic
mange].

Biting flies and Mosquitoes: When applied monthly, EFFITIX™ Plus Topical Solution for Dogs (prevents blood feeding byl jand]
irepels] biting flies and mosquitoes for up to 4 weeks (a (one} month). Kills mosquitoes for up to four weeks {a {one) monlh].

Notes: Watlt at least 30 days before re-application of EFFITIX™ Plus Topical Solution for Dogs. Avoid contact with reated area until
dry.

Back Panel {single preseniation on insert) i
STORAGE AND OISPOSAL

Do not contaminate water, food, or feed by storage and disposal.
STORAGE: Store unused product in original container only, out of reach of children and animats.
PESTICIDE JCONTAINER DISPOSAL: If empty: Nonrefillable. Do not reuse or refill this container, Offer for recycling, if available.

If partialty fitted: Call your local solid waste agency for disposal instructions. Never place unused product down any indoor or
ouldgor drain.

Inside Ftap (single presentation on insert)

LIMITED WARRANTY AND DISCEAIMER
VIRBAC warranis this product only if it is vsed, stored and handled in accordance with the label instructions. The buyers and users
are solely responsible for all risks of use and handling of this product when such use and handling are contrary to or differ from the
label instructions, To the extent permitied by applicable law, any damages arising from a breach of this warranty shall be limited o
direct damages only and shall nol include any lype of consequential damages.

How supplied: For easy and convenient application, EFFITIX™ Plus Topical Solution for Dogs is available in sizes for puppyftoy
dogs & weeks old or older and 4 to 10.9 Ibs (0.017 oz)/{0.5 mi}, small dogs 11 to 22.9 Ibs (0.034 i 0z}(1.0 mi}, medium dogs 23-
44.9 |bs {0.068 fl 0z)}(2.0 mL), large dogs 45-88.9 Ibs {0. t35 fl 0z)/{4.0 mL), and extra large dogs 89-132 Ibs {0.203 fl az)f{6.0 mL.),

Net Contents: 1 {3, 6 or 36) single-dose applicalor{s) per package containing 0.5 mL, {tmL, 2mL, 4mL or 6mL)f 0.017 fi oz, {0.034 f|
oz, {1,068 1l oz, 0. f35 fl oz, 0.203 fi oz) (of solution).

(Detzchable) calendar {monthly application} reminder stickers (with Hlustration of dog or puppyi

Back Panel (single presentation on side panel}
EPA Reg. No. 2382-xxx
EPA Est. No. 2382-FRA-1

VIRBAC AH, INC.

PO BOX 162059

FORT WORTH TX 76161
1-800-338-36%9

Made in France
EEFITIX™ is a trademark of Virbac S.A.
Questions or comments? Call: 1-800-338-3659.

EPA Reg. No. 2382-xxx page 3 of 7 —Pending Master tebel Submitfed August 3, 2012

65



Text for Front Panel, Back Panel, Inside Flap and Side Panel

See package insert(s] for directions for use and frequency of application
See package insert for directions for use and storage and disposal

See package insert for frequency of application and storage and disposat
Open resealable labiel for directions for use

Open resealable tabel! for dirsctions for use and storage and disposal
See back pane! for additional precautionary statements

See package insert(s] for frequency of application

Sea enclosed insert(s) for directions for use and storage and disposal
See enclosed insert(s) for diractions for use

Lift here to open (LIFT HERE TO OPEN)

For Use on Dogs ONLY

Use ONLY on dogs

See inside flap for directions for use

Text for Foil of Blister package

Virbac

EFFITEX™ Plus Topical Solution For Dogs

Only for use on dogs (4 to 10.91bs,11 10 22.9 bs, 23-44.9 |bs, 45-88.9 Ibs, 88-132 1bs)/(0.017 o0z ,0.034 fl 0z,0.068 fl oz, 0.135 11 oz,
0.203floz) (0.5 mb, 1.0 ml, 2.0 ml, 4.0 mlL, 8.0mL)

Contains fipronil (6.0%6), parmethrin (44.88%), and pyriproxyfen (1.8%)
KEEP OUT OF REACH OF CHILDREN

CAUTION

See full label for additional directions

EPA Reg. No, 2382-xxx

00 NOT USE ON CATS

CAT PROHIBITION ICON

Text for Applicator Tube

Virbac

EFFITIX™ Plus

Topicat Solution For Dogs

Only for use on dogs

(410 10.8 lbs, 11 10 22.5 lbs 23-44.9 ths, 45-88.9 lobs, 85-132 los)f

(0.017 floz, 0.034 fl oz, 0.068 fl oz, 0,135 fl oz, 0.203 fl 02) [F {0.5 ml (1.0 mL, 2.0 ml, 4.0 mL, §.0mL}]
Contains fipronil (6.0%), parmethrin (44.8%), and pyriproxyfen (1.8%)

KEEP OUT OF REACH OF CHILDREN
CAUTION

Sea full labe! for additional directions
DO NOT USE ON CATS

EPA Reg. No. 2382-xx¢

CAT PROHIBITION ICON

MARKETING CLAIMS

[Muttiple Infestations]

= For conuenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea pupae, flea tarvae, ticks, mosquitoes,
and lice.

+  [When] Agplied topically on 2 monthly basis, EFFTIX™ Plus Topica! Salution for Dogs repels and kills fleas, ticks and
mosquitoes, kills lea eggs, flea larvae, {biting, chewing] lice, aids in the control of sarcoptic mites, and repels and inhibits
tlood feeding by] hiting flizs and mosquitoes.

= [When] Applied topically on a monthly basis, EFFtTIX™ Plus Topica! Selution for Dogs repels and kills fleas, ticks and
mosquitoes, kills flea 2ggs, flea larvae, {biting, chewing) lice, aids in the control of mites that may cause sarcoptic mange,
and repels (and inhibits blood feeding byl biﬁng fies and mosquitoes.

= Foreasyand conuenient application, EFFITIX™™ Plus Topical Sclution for Dogs is availabte in sizes for puppy/toy dogs |8
weeks old or older] and 4 to 10.8 los [0.17 1 0z]{0.5 mL], small dogs 11 to 22.9 Jhs (0.024 ft 02]{1.0 mL), medium dogs 23-
44.9 Ibs ]0.068 fl oz) (2.0mL], large dogs 45-88.9 1bs ]0. 35 1l oz) 4.0 mL], and extra large dogs 89-132 |bs (0.203 4 c2)
{6.0mL]

+  EFFITIX™ Plus Topical Solution for Dogs contains the active ingredients fipronil, permethrin, and pyriproxyfen which
contro! infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repe! Jagainst) biting flies, and repe!
and kill mosquitoes.

Kills fleas, flea eggs, flea larvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes
Repels and kills fleas and ticks

Repe!s fleas, ticks, biting flies and mosquitoes

Kills and repels ticks

For the contral and prevention of flea, flea egg, flea pupae, flea larvae, (and lice] infestations

LI D I B

EPA Reg. No. 2382-xxx page 4 of 7 - Pending Master tabet Submitted August 3, 2012

66



« Research has shown that flea, flea egg, flea pupae, flea larvae, lick (biting and chewing) lice infestations, can be
conirotled with mcnlhpi‘y applications of EFFITIX™ Plus Topica! Selution for Dogs. Biting flies and mosquitoes are Jalso]
repelied by EFFITIX™ Plus Tapicat Solution for Cogs.

«  Effective monthty application against fleas, flea eggs, flea pupae, {lea larvae, licks and mosquitoes

«  Kilis fleas, flea eggs, flea larvae, ticks and masquitoes for up to one month

=  Monthly application is recommended for cantro! and prevention of fleas, flea eggs, flea pupae, flea larvag, licks and
mosquitaes

« Long lasling flea, flea egg, flea pupae, flea tarvae, tick and mosquita controt for your pet

«  EFFMX™ Plus Tapica! Solution far Dogs is indicated for the prevention and controt of fleas, flea eggs, flea pupae, flea
{arvae, licks, biting files, masquitoes, and lice on dogs 8 weeks of age and older

= Helps to reliave yaur dog's pain {discomfort] by controlliing flea, flea egg, flea pupae, flea larvae, lick and lice infestations

«  Kills the vectors that may transmit Lyme disease, Rocky Mountain spotled fever, babesiosis, anaplasmosis, ehrlichiosis,
hepatozoonesis and heartworm disease,

«  Kills fieas, flea eggs, flea larvae, ticks, mosquitoes, fice, and zids in contral of sarcaplic miles

«  Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in controt of mites that may cause sarcoptic mange

«  Kills and repels fleas, ticks, and masquitoes.

[Fieas]
«  Fleas: EFFITIX™ Plus Tapical Sctution for Dogs can kil adult fleas in 6 hours and adult fleas, flea eggs and flea larvae for
up to three months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis {FAD), or if reinfestation is
tikely.
«  Kills newly emerged adult fleas prior 1o egg laying
Fleas, lea 2ggs, and flea larvae in the dog's environment are kifed following contact with EFFITIX™ Plus Topical Solution
for Dags
Prevent all immature flea stages in the dog's environment from developing
Sterilizes and kills [adulf] fleas
Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae)
Prevents development of alt flea stages (flea 2ggs, flea pupae and flea tarvae) for up 10 13 months) {90 days]
Duat Action: fipronit and permethrin to ki adult leas and pyriproxyfen to kil! flea eggs and flea tarvae
With pyripraxyfen {IGR)” to break [the) flea life cycte
*insect growth reguiater
Kilts fleas jwithin 6 hours) that may transmit bartoneliosis, [fularemia] {and tapeworm] :
Kills fleas fwithin 6 hours] that may transmit the following diseases: bartonellosis, Jtutaraemia] jand tapewarm infestations)
Kills fleas Jwithin 6 hours] that may transmit the following diseases: bartonellosis and tutaremia
Rapid kil of fleas is impaortant in the prevention of the following diseases: barfonefiosis and tularemia
Acts to kill fleas that may transmit the foltowing disease: bartonellosis and {ularemia
Kills fleas that may serve as an intermadiate host far tapaworms {Dipylidium canfnum]
Kills fleas that may serve as an intermediate host for cysticercaids of tapewarms
Kills fleas that may serve as hosts for life cycle inlermediates of tapeworms
Kills {adult) fleas [within 6 hours) thal may cause Flea Allergy Dermatitis {FAD] jor] [flea-bite anemia)
Fleas do not have o bite lo die
Controls highly [irmtating] (fannaying] [flea] bites
EFFITIX™ Plus Topical Solution far Dogs rapidly kifls fleas thal may cause FAD [Flea Allergy Demmatitis]
The successive feeding activily of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy
Dermatitis JFAD]
EFFITIX™ Plus Topical Solution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis {FAD]
Kills fleas which Jthat] may cause flea-bite anemia
Effective monthly application against fleas, fiea eggs, flea pupae, and flea larvae
Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae
Kills adult fleas far up 1o one month (4 weeks)
Prevents flea eggs from hatching or devetaping into larvae or adult stages [for up to [90 days) [3 monthg]]
Kills adult fleas, flea eggs, and flea larvae for up to three maonths [12 weeks] however'if your dog is susceptibte 1o Flea
Altergy Dermatitis [FAD) it is recommended to use monthty
Kills fleas, flea eggs, and flea larvae
EFFITIX™ Plus Topica! Solution for Dags kills fleas, fiea eggs, flea pupae, and flea larvae on your dag
Once a month tapical flea control for degs and puppies 8 weeks of age or older
EFFITIX™ Plus Topicat Solution for Dogs is indicated for the prevention and contro! of fleas, flea eggs, flea pupas, and
flea farvae on dogs and puppies 8 weeks of age and older
«  Oneapplication prevents further flea infestations for up to [t2 weeks] Jthree months]. Apply monthly if your dog has fleas
that may cause flea allergy dermatitis (FAD), or if reinfestation is likely.
«  Monthly treatment [all year] is recommended for contro! and prevention of fleas, flea eggs, flea pupae, and flea larvae
Provides angoing protection against fleas and the fellowing diseases: bartoneliosis Jtutaremia]land tapeworm infestations)
they may transmit for one manth
Stops existing flea infestations by rapidly killing adult fleas, flea eggs, and flea larvae
Kills fleas before they lay eggs
Stops existing flea infestations by killing adult fleas, flea eggs, and flea larvae
Prevents {Stops] re-infestations by Killing adult fleas [before they lay eggs)
Treatment with EFFITIX™ Plus Topical Sctution for Dogs rapidiy kills fleas which may cause flea allergic dermatitis [FAD)
or fiea bite hypersensitivity
Controls flea problems
«  Provides flea protection
«  Use flea [prevention] [protection) year-round
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{Ticks]

Ticks: EFFtTIX™ Plus Topica! Solution for Dogs can kil ticks for jup to] at least Jone] month. Apply monthly where tick
control is consistently needed,

Kitls and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks [that may transmit Lyme
disease, Rocky Mountain Spotted Fever, babesiosis, ehriichiosis and anaplasmosis]

Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis], American dog ticks (that may transmit
Rocky Mountain Spotted Fever), Brown dog ticks [that may transmit ehrlichiosis, and Lone Star ticks [that may transmit
hepatozoonosis] tor up to one month |4 weaks)

Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis), American dog ticks [that may transmit
Rocky Mountain Spotted Fever], and Brown dog ticks (that may frensmit ehrlichiosis( for up to ona month (4 weeks).

Kills Brown dog ticks [Rhipicephalus sppl, American dog ticks [Dermacenfor variabilis(, Deer ticks |Ixodes spp} and

Lone Star ticks [Amblyomma americanum] for up to one month [4 weeks|.

Kills Lone Star ticks (Amblyomma americanum) for 4 weeks |tor up to one month).

Effective monthly application against ticks

{(Mosquitoes and biting flies)

Kills mosquitoes

Kills mosquitoes for up to 28 days [four weeks] [a [one[ month)

Repels and inhibits blood feeding by biting flies and mosquitoes

Biting flies and mosquitoes: When applied monthly, EFFITIX™ Ptus Topical Solufion for Dogs [prevents blood feeding byl
[and[ [repels] biting fiies and mosquitses for [up to] 4 weeks [a [one] month)

Repels and kills mosquitoes for up o four [4] weeks

Prevents blood feeding by masquitoes

Repels and prevents [inhibits] binod-feeding by biting fies

Repels and kills mosquitoes often before they have a chance to take a blood meal

|1 Prevents blood-feeding by] (Kills and repels]} masquitoes

Repels biting flies

Repels [[annoying)botherseme][nuisance]] biting flies

{nhikits [[annoying][bothersome J[nuisance]] biting flies

[[Prevents][inhikits][ blood-feeding by biting flies

Kills mosquitoes that may carry heartworn disease

Repets and kills mosquitos (Culex spp, Ochlerofaius spp, Aedes spp(which may vector heartworm |Dirofifana immilis] for
one month

[Lice and Mites}

# W % % ¥ ¥ # & & 5 & & 4 & & 4

[Others(

Lice: EFFITIX™ Plus Topical Solution for Dogs can kifl biting and chewing lice for a [one] month, Apply monthly where fice
contro! is consistently needed.

Mites: [EFFiTiX““ Ptus Topical Solution for Dogs) aids in [the] contro! of mites that may cause sarcoptic mange.
Mites: |[EFFITIX™ Ptus Topical Sclution for Dogs) aids in [the] contro! of sarcoptic mites

EFFITIX™ Plus Topica! Solution for Dags aids in {the) control of mites that may cause sarcoptic mange.
[When applied monthly), EFFETIX™ Plus Topical Solution for Dogs aids in [the] contro! of sarcoptic mange,
Aids in (the] contro! of sarcoptic mange mite infestation

Kills chewing and biting lice

JAlsol Kills lice and aids in contra! of mites that may cause sarcoptic mange

[Adso) Kills lice and aids in control of sarcoptic mites

Controls existing chewing/biting lice infestations

Kills [[kiting] Jchewing]) lice

For contro! and prevention of [[kiting] [chewing][ lice [infestations)

Stops axisting |(biting] Jchewing]] lice infestations

Prevents and controls |biting) (chewing]] lice (infestations]

Provides effective contro! of [[biting[ [chewing]] lice [infestations|

Kilts {Jbiting] Jchewing]] lice and prevents further infestations

For control and prevention of [infestation][with) J(kiting) (chewing]] lice

1 (3, 8, 36) applicator(s) (tube]s}) 0.5 mL {1.0 mL, 2.0 mL, 4.0 mL, 6.0 mL)

1 [3, §, 36) applicator[s) [tubes)) 0.0t7 fl oz [0.034 l oz, 0.068 fl oz, 0. 35 fl oz, 0.203 fl oz)

1 (3, 8, 36) applicator[s] [tube(s])) 0.017 fl oz [0.5 mL), (0.034 fl oz [1.0 mL[, 0.068 floz [2.0 mi), 0,135 fl 0z]4.0 mL], 0.203
fl oz [6.0 mL])

t (3, €, 38) applicator{s) [tube[s]) [each) containing 0.017 l oz [0.5mL] [0.034 fi oz [1.0 mL], 0,068 floz (2.0 mL], 0.1351
oz 4.0 mL[, 0.203 floz [6.0 mL])

1 [3, B8, 36) applicator(s) {tube(s])

1 (3, 8§, 38) monthly dose(s) (application[s]

1 (3, 8, 36) applicator(s) (lube(s]) f (3, &, 36) month{ly) dose(s) (application[s)

DO NOTUSE ON CATS

This praduct is only for use on dogs and puppies & weeks of age or older and weighing 4 to 10.9 Ibs, weighing 11 10 22.9
|bs, weighing 23 o 44.9 |bs, weighing 45 to B8.9 |bs, weighing 89 to 132 |bs)

Easy and convenient application [applications)

Remains effective for a [one[ month [4 weeks|[ for fleas, lza eggs, lea larvae, flea pupae, ticks, mosquitoas and biting flies
Stops existing infestations and prevents establishment-of new infestations for fleas and ticks

Reintestation of fleas, ticks and mosquitoes, [kiting, chewing[ lice and biting flies is prevented for a Jona} month
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Convenient topicat treatmant for dogs

Quick onsat of activity

Persistent efficacy through 30 days

Pravants [re-linfestation far ane month

Cnce monthly application

Quick drying, non-greasy :

[Conveniant] [to use] Easy [to apply[ spot-on [topical] application
Fragrance [odor| free

Mo noticeabte odors

Single application lasts 4 weeks Jone month| [30 days|

asy to use applicator makes treatment simple [trouble free, smooth]
Convenient, easy to epply tepical sclution

Convenient, easy to apply and fragrance free topical sotution

Starts working by [on] contact

1In} child-resistent packaging

Convenient [to use|, easy to apply [topical solution]

EFFITIX™ Plus Topical Solution for Dogs remains effective after bathing, shampooing, water immersion, or sunlight
exposura,

Waterproof [remains effective after bathing and swimming| for up to four weeks [a month[ [one month]
Remeins effective afier exposure o sunlight

Remains effective even after bathing, water immersion, or exposure to rain or sunlight
Remains effective even after bathing [and swimming|

Reamains effective after exposure to rain andfor sunlight

Still works after bathing, swimming or exposure to sunlight

Maintains residual efficacy after bathing and swimming

Remains effective after bathing [and swimming[ [[for @ menth] [for ene month] [for up to four weeks||
For dogs that enjoy the outdaeors

For indoor and outdoor dogs

Convenient topical treatment for dogs who enjoy the autdoors
Formulated far dogs that love the outdoors

For degs that enjoy the outdoors

Sold by veterinarians

lllustration of flea life cycle

llustration of tick life cycle

llustration o) mosquito life cycle

llustration of mite life cycle

llustration of louse life cycle

lllustration of flea

llustration of tick

Hustration of mosquito

flustration of mite

tlustration of louse

Picture or Blustration of 2 dog [or puppy]

Picture ar illusiration of the Virbac logo

Picture or Blustration of the primary package [applicator tubes]

LI T T R R U R T A N N I I R I ]
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Virbac’s Master Label

Date 19 July 2012 Version  US-19 EPA Reg. No. 2382-xxx
Fipronil+Permethrin+Pyriproxyfen Topical Solution for Dogs

Optional Text Appears In Brackets

EFFITIX™ PLUS ToPICAL SOLUTION FOR DOGS

Front, back and side panels

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WE!GHING 471010.9 LBS,
WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 T0 88.9 LBS, WEIGHING 89
TO 132 LBS).

Front panel and Back Panel

ACTIVE INGREDIENTS:

Permelhr:n* . 44.8%
-Pynproxyfen U RSO 1 .
QTHER INGREDIENTS: . r e e et L e e e b RN bt B At 4 AL AR SR ped sh s re v neairaitananranran e i esssessessrsais resresrieires HTGTR

ms.-'trans rallo maxn‘num 55% (i) ms and m:mmum 45% (i) lrans

KEEP OUT OF REACH OF CHILDREN

CAUTION

READ ENTIRE LABEL BEFORE EACH USE
Back Panet

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
HAZARDS TO HUMANS

Harmiful if swallowed or absorbed through the skin, Causes eye imilation, Avaid contact with skin, eyes, or clolthing, Wash hands
tharoughly with soag and waler after handling and before ealing, drinking, chewing gum, using tobacco, or using lhe lailel.

HAZARDS TO DOMESTIC ARIMALS
For external use on dogs ONLY.
Symbaol on Front Panelf Symbol and text on Back panel

DO NOT USE ON CATS — IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OGCURS, CONTACT YOUR VETERINARIAN
IMMEDIATELY, - ps

Back Panel

Do nol use on puppies under 8 weeks of age. Individual sensilivilies, while rare, may occur after uging ANY peslicide producl. Dags
may experanca some lemporary inflalion at the sile of product application. If signs of sensitivity oceur, bathe your pet with mild soap
ar shampoo and rinse with large amounts of waler. If signs of sensiHivily cccur and persist, contacl 2 velerinarian immediately. I your
dog has an unusual reaction 1o the inilial application, consull a velerinarian before repealing application. Certain medicalions can
interact with pesticides. Consuli a veterinarian hefore using on medicated, debilitated, aged, pregnant or nursing dags, or animals
known 1o be sensilive 1o pesticide products.
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Back Panel (single presentation on insert)

FIRST alD

IF SWALLOWED: = Call a poisan control cenler ar doctor immediately for treatment advice.

»  Have persan sip a glass of water if able to swallaw.

» Do notinduce vamiting unless told to do so by a poisan control center or dactor.
L Da not give anything to an uncenscigus persan,

IF IN EYES: »  Hold aye open and rinse slowly and gently with water for t5-20 minules.
= Remove contact lanses, if presenl, after the first 5 minutes, then conlinua rinsing eye.
»  Call a poison control center or doctor far trealment advice.

IF ON SKIN OR »  Take off contaminated clothing.

CLOTHING ; »  Rinse skin immediataly with planty of waler for 15-20 minutes.

»  Call a poisen control ceniter ar daclar for trealment advice.

Hawe product container or labat with you when calting a poison control center or doctor, or going for treatment.
You may also contact the Hotline number 1-800.338-3659 for human or veterinary Bealth concerns, emergency
medicat treatment informatlon or pestictde inctdents.

Inside flap (single presentation insert only)

DIRECTIONS FOR USE

it is a viatation of Federal law to use this praduct in any manner incansislent wilh is leballing. Bo not allow children fo apply product.
TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL ANO DIRECTIONS BEFORE EACH USE., FOLLOW alLL
DIRECTIONS AND PRECALUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL LSE ON DOGS ONLY. DO NOT USE ON
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS,

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks of age. Do nol split tubes
between dogs. Do not use multiple tubes on one dog. Waigh your dag to be sure you are applying the right dese formulated for the
weight ot your deg. Ovardosing your dog can resultin serious iliness. Do not bathe your dog within the first 24 haurs after the
product has been applied. If your dog is exhibiting signs of andfor is being treated for skin problems, talk fo your veterinarian before
applying any topical fiea and tick control product.

Do nat apply more often than once a {per] manth {every 30 days).
Far use an DOGS and PUPPLES 8 weaks ald or older. To rapel and kill flsas, ticks, and mosquitoes; to kilt fiea eggs, pupae and

larvag, lice, and to aid in conlrol of mites; to repel and prevent blocd feeding by biting flies. Apply monlhly accarding to directions for
use.

APPLICAT!ON DIRECTIONS

t. Remove onée applicatar from packaging,
Hald applicator upright and remove cap.
2, Invart cap and placa ather end back ontg applicator tip.

Push cap down to break seal.
Remave cap prior to treatment applicalion.

3. Part dog's hair until skin is visible.
Place applicator tip direclly against exposed skin,

3a. For smatl dogs and pupptas 8 weeks old or clder weighing 4 to 0.9 Ibs or waighing ff to 22.8 |bs- Deposit
antire conitents by squeezing the entire applicatar contents onlo dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3b. For medium dogs 23-44.9 tbs or large dogs 45-88.9 lbs- Apply the product evenly to three spats on the dog's back,
starting between the shoulder blades and continuing on to the secand and third spols as shown in diagram 3b,
sgueezing the applicatar until empty,

3c. For extra large dogs 89-132 Ihs- Apply the product evaenly to four spots on the dog's back, starting between the
shaulder blades and conlinuing on to the second, third and fourth spols as shown in diagram 3¢, squeezing the
applicator until empty.

Ensure that EFFITiX™ Plus Topical Sclulion for Dags is not applied superficially on dag's hair,
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Insert

FREQUENCY OF APPLICATION

Fleas, flea eqgs, flea pupae, flea larvae, ticks, (biting and chewing] and lice infestations can be controlleg with monthly applications
of EFFITIX™ Plus Topical Solution for Dogs. Biting flies and mosquitoes are [also} repelled by EFFITIX™ Plus Topical Solution for
Dogs.

Fleas: EFFITIX™ Plus Topical Solution for Dogs can start killing adult fleas within & hours and lasts for Jup to] three months against
adult fieas, flea eggs and flea larvae, Apply monthly if your dog has fleas that may cause fiea allergy dermatitis (FAQ}, orif re-
infestation is likely.

Ticks: EFFITIX™ Plus Topical Solution for Dogs can Kill ticks for at least a month. Apply monlhly where tick control is consistenlly
needed.

Lice: EFFITIX™ Plus Topical Solution for Oogs can kill biting and chewing lice for [up to} a month. Apply monthly where lice control
is consistently needed.,

Mites: EFFITIX™ Plus Topical Solution for Dogs aids in {the} control of fsarcoptic mange)imite infestations that may cause sarcoptic
mange].

Biting flies and Mosquitoes: When applied monthly, EFFITIX™ Plus Topicat Sotution for Dogs Jprevents blood feeding by} [and)
(repelsf biting flies and mosquitoes for up to 4 weeks [z (one] month). Kills mosquitoes for up to four weeks fa (one] month}.

Notes: Wail at least 30 days before re-application of EFFITiX™ Plus Topical Solulion for Dags. Avoid contact with treated area until
dry.

Back Panet [singte presentation on insert)
STCRAGE AND DISPOSAL
Do not contaminale water, food, or feed by slorage and disposal.
STORAGE: Store unused preduct in original container only, out of reach of children and animals.

PESTICIDE JCONTAINER DISPOSAL: If empty: Nonrefillable. Do not reuse or refill this container. Offer for recyceling, if available.
If partiatly filled: Call your local solid waste agency for disposal instructions. Never place unused product down any indeor or
outdoor drain,

Inside Flap (single presentation on insert}

LIMITED WARRANTY AND OISCLAIMER
VIRBAC warrants this product only if it is used, stored and handled in accordance with the label instructions. The buyers and users
are solely responsible for all nsks of use and handling of lhis preduct when such use and handling are contrary to or differ from the

label instructions. To the extent permitted by applicable law, any damages arising from a breach of this warranty shall be limited to
direct damages only and shall not include any type o/ consequenlial damages, :

How supplled: For easy and convenient application, EFFITIX™ Plus Topical Solution for Dogs is available in sizes for puppyftoy
dogs 8 weeks old or older and 4 to 10.2 bs (0.0t7 02)i(0.5 mL), small dogs 11 to 22.9 Ibs {0.034 fl o2)Ji{1.0 mL), medium dogs 23-
44.9 Jos (0.068 l 0z)/{2.0 mL}, large dogs 45-88.9 Ibs (0.135 fl oz}{4.0 mL), and exira large dogs 89-132 lbs (0.203 1l 02)}/(6.0 mL}.

Net Contents: 1 (3, & or 36} single-dose applicator(s} per package containing 0.5 mL, (1mL, 2mL, 4mL or 6mL} 0.0t7 1 0z, (0.034 fl
oz, 0.088 fl oz, 0.1351] oz, 0,203 1 oz) (of solution).

{Q0etachable) calendar (monthly application} reminder slickers (with illustration of deg or puppy)

Back Panel (single presentation on slde panel}
EPA Reg. No, 2382-xxx
EPA EsL No. 2382-FRA-1

VIRBAC AH, INC.

PO BOX 16205%

FORT WORTH TX 76161
1-800-338-3659

Made in_France

EFAITIX™ is a frademark ot Virbac S.A.
Questions or comments? Call: 1-800-338-3659.
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Text for Front Panel, Back Panel, Inside Flap and Side Panel

See package insert{s) for directions for use and frequency of application
See package insert for directions for use and storage and disposal

See package insert for frequency of application and storage and disposal
Open resealable fabel for directions for use

Open resealable labe! for directions for use and storage and disposal
See back panel for additional precautionary statements

Sea package insert{s} for frequency of application

See enclosed inseri{s) for directions for use and storage and dispgsal
See enclosed inseri{s) for directions for use

Lift here to open {LIFT HERE TO OPEN)

For Use on Dogs ONLY

Use ONLY on dogs

Sea inside flap for directions for use

Text for Foil of Blister package

Virbac

EFFTIX™ Plus Topica! Solution For Dogs

Only for usa on dogs {4 to 10.2 Ibs, f1 t0 22.9 |bs, 23-44.9 Ibs, 45-88.5 |bs, 85-132 Ibs)f{0.017 o2 ,0.034 fl 02,0.068 fioz, 0.135 fi oz,
0.203 fi o2} {0.5 mL, 1.0 mL, 2.0 mL, 4.0 mL, 5.0mL)

Contains fipronil {6.0%), permethrin {44.88%), and pyriproxyfen {1.8%)
KEEP QUT OF REACH OF CHILDREN

CAUTION

Sea full Iabel for additional directions

EPA Reg. No. 2382-n:

DO NOT USE ON CATS

CAT PROHIBITION ICON

Text for Applicator Tube

Virbac

EFFITIX™ Plus

Topical Solution For Dogs

Only for use on dogs

{440 105 Ibs, f11022.51b5 23-44.5 Ibs, 45-88.5 lbs, 85-132 Ibs)y

{0.0t7 fl oz, 0.034 fl oz, 0.068 fl oz, 0.135 fi 0z, 0.203 fl oz) {f {0.5 mL {1.0 mL, 2.0 mL, 4.0 mL, 6.0mL}}
Contains fiproni! {6.0%), pemethrin {44.8%), and pyriproxyfen {1.8%)

KEEP QUT OF REACH OF CHILDREM
CAUTION

See full label for additional directions
DO NOT USE ON CATS

EPA Reg. No. 2382-04

CAT PROHBITION ICON

MARKETING CLAIMS

[Muttiple infestations]

+«  For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea pupae, flea larvae, ticks, mosquitoes,
and lice.

+«  [When] Applied topically on a manthly basis, EFFtTIX™ Plus Topical Solution for Dogs repels and kills fleas, ticks and
maosquitoes, kills flea eggs, fiea larvae, {biting, chewing) lice, aids in the controt of sarcoptic mites, and repets [and inhibits
blood feeding by] biting flies and mosquitoes.

«  {When] Applied topically on a monthly basis, EFF{TIX™ Plus Topical Sclution for Dogs repals and kills fleas, ticks and
mosquitoes, kills flea eggs, flea larvae, {biting, chewing] lice, aids in the contre! of mites that may cause sarcoptic mange,
and repels {and inhibits biood feeding by|[ bitin? fiies and mosquitoes.

»  For easy and convenient application, EFFIT&X™ Plus Topicat Solution for Dogs is availabte in sizes for puppyltoy dogs [8
weeks old or older and 4 to 10.9 1bs ]0.17 fi 02]]0.5 mL], smal! dogs 11 to 22.8 bs {0.034 i c2){ £.0 mL), medium dogs 23-
44.5 |bs [0.068 fl az[ [2.0mL[, large dogs 45-88.5 Ibs [0.135 fl 0z[ {4.0 mL], and extra large dogs 85-132 s {0.203 fl az)
8.0 mL].

«  EFFITIX™ Plus Topica! Solution for Dogs contains the active ingredients fipronil, permethrin, and pyriproxyfan which
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel Jagainst) biting flies, and repel
and kilt mosquitoes.

Kills fleas, flea eggs, fiea larvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes
Repels and kills flzas and ticks

Repels fleas, ficks, biting flies and mosquitoes

Kills and repels ticks

For the control and prevention of flea, flea egg, flea pupae, fiea larvae, {and lice) infestations
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73



+ Research has shown that flea, flaa egg, fles pupae, fiea larvae, tick (biting and chewing) tice infestations, can be
controlled with montmy applications of EFFITIX™ Plus Topical Solution for Dogs. Biting flies and mosquitoes are (also)
repelled by EFFITIX™ Plus Topicat Selution for Dogs.

+  Effective monthly application against fleas, flea eggs, flea pupae, flea tarvae, ticks and mosquitoes

= Kills fieas, flea aggs, flea larvae, ticks and mosquitoes for up to one month

= Monthly application is recommended for control and pravention of fleas, flea eggs, flea pupae, flea larvae, ticks and
mosquitces .

= Long lasting flea, flea agg, flea pupae, flea larvae, tick and mosquite control for your pet

=  EFFITLX™ Plus Topical Sctution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, flea
larvae, ticks, biting flies, mosquitoes, and lice on dogs 8 weeks of age and older

= Helps to retieve your dog's pain [discomfort] by controlling flea, flea egg, flea pupas, flea larvae, tick and lice infestations

- Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, babesiosis, anaplasmosis, ehrichiosis,
hepatozoonosis and heartworm disease.

= Kills fleas, flea aggs, flea larvae, ticks, mosquitoes, lige, and aids in confrol of sarcoptic mites

+  Kils fileas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in controt of mites that may cause sarcoptic mange

= Kills and repels fleas, ticks, and mosquitoes.

JFteas)
= Fleas: EFFITIX™ Plus Topical Solution for Dogs can kill edult fleas in 6 hours end adult fleas, flea eggs and flea larvae for
up to three months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis {FAD], or if reinfestation is
likely.
Kills newly emerged adult {leas prior to egg laying
Fleas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFFITIX™ Plus Topical Sotution
for Dogs
Prevent all immature flea stages in the dog's environment from developing
Sterilizes and kills (adult] fleas
Pravents all flea stages (adult {leas, flea eggs, flea pupae and fiea larvas)
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae] for up to [3 months| [90 days)
Duat Action: fipronil and permethrin to Kill adult fleas and pyriproxyfen fo kill flea eggs and flea tarvae
With pyriproxyfen (IGR]" to break [the| flea life cycle
“insect growth regulator
Kills fleas |within 6 hours| that may transmit bartonellosis, [tularemia| [and tapeworm]|
Kills fieas [within 6 hours| that may transmit the following diseases: bartonellosis, [tularaemia] Jand tapewoarm infestations|
Kills fleas |within 6 hours| that may transmit the following diseases: bartonellosis and tutaremia
Rapid kill of fleas is imporiant in the prevention of the following diseases: bartonellosis and tularemiz
Acts to kill fleas that may transmit the following disease: bartonellosis and tularemia
Kills fleas that may serve as an intermediata host for tapewaorms |Dipylidivm caninum)
Kills fleas that may serve as an infermediate host for cysticercoids of tapeworms
Kills fleas that may serve as hosts for life cycle intermediates of tapeworms
Kills {adult) fleas (within 6 hours) that may causa Flea Allergy Dermatitis |FAD| |or) |flea-bite anernial
Fleas do not have {o bite to dis
Controls highly [irmitating| [annoying] [fiea] bites
EFFITX™ Plus Topical Solution for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermafitis|
The successive feeding activity of fleas on dogs may elict a hypersensitivity skin disorder known as Flez Allergy
Cermatitis [FAD]
EFFITIX™ Plus Topical Solution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis [FAD]
Kills fleas which [that] may cause flea-bite anemia
Effective monthly application against fleas, flea eggs, flea pupae, and flea larvas
Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae
Kills adult fleas for up to one month |4 weeks]
Prevents flea eggs from hatching or developing into larvae or adult stages [for up to {90 days| [3 months(]
Kills adult fleas, flea eggs, and flea larvae for up to three months [12 weeks) however if your dog is susceptible to Fiea
Allergy Dermatitis {FAD) it is recommended to use monthly
Kills fleas, flea eggs, and flea larvae
EFFITH™ Plus Topical Solution for Dogs kills fleas, flea eggs, flea pupae, and flea larvae on your dog
Once a month topicat fiea control for dogs and puppies 8 weeks of age or older
EFFITIX™ Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupas, and
flea larvae on dogs and pupples 8 weeks of age and older
«  One apptication pravents further flea infestations for up to {12 weeks| [three months|. Apply monthly if your dog has fleas
that may cause flea allergy dermatitis (FAD), or if reinfestation is likaly.
= Monthly treatment {all year| is recommended for control and prevention of fleas, flea eggs, flea pupae, and flea tarvae
Provides ongoing protection against fleas and the following diseases: bartonellosis, tutaremialjand tapeworm infestations)
they may transmit for one month
Stops existing flea infestations by rapidly Killing adult fleas, flea eggs, and flea larvae
Kills fleas before they lay eggs
Stops existing flea infestafions by kiling adult fleas, flea eggs, and fiea tarvas
Prevents {Stops] re-infestations by killing adult fleas {before they lay eggs]
Treatment with EFFITIX™ Plus Topical Solution for Dogs rapidly kills fleas which may cause flea allergic dermatitis [FAD)
or flaa bite hypersensitivity
Controls flea problems
=  Providas flea protection
+  Useflea [prevention] protection| year-round

" & & % F & & ¥ ¥ % ¥ b * B % & 8 &
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Ticks: EFFTIX™ Plus Topical Solution for Dogs can kill ticks for [up to[ at least (one] month. Apply monthly where tick
control is consistently needed. )

Kills and repels all stages ot Brown dog licks, American dog ticks, Lone Star ticks, and Deer ticks [that may transmit Lyme
disease, Rocky Mountain Spotted Fever, babesiosis, efrlichiosis and anaplasmaosis|

Kills ticks including Deer ticks [that may jransmit Lyme disease and anaplasmosis), American dog ticks {that may transmit
Rocky Mountain Spotted Fever), Brown dog ticks [that may transmit ehrlichiosis], and Lone Star ticks {that may transmit
hepatozoonosis) for up to one month {4 weeks)

Kills ficks including Deer ticks {that may transmit Lyme disease and aneplesmosis], American dog ticks (that may transmit
Rocky Mountain Spotted Fever), and Brown dog ticks [that may transmit efrlichiosis| for up to one month [4 weeks|[.

Kills Brown dog ticks (Rhipicephalus spp), American dog ticks {Dermacentor vanabilisl, Deer ticks {xodes sppl and

Lone Star ticks {Ambfyomma amencanum| for up to one month [4 weeks].

Kills Lone Star ticks (Ambfyomema americanum) for 4 weeks {for up to one month).

Effective manthly application against ticks

{Mosguitoes and biting flies]

*

* & B

LI T T R T U T

Kills mosquitoes

Kills mosquitoes for up to 28 days [four weeks) [a [one) month)

Repels and inhibits blood feeding by biting flies and masquitaes

Biting flies and mosquitoes: When applied monthty, EFFITIX™ Plus Topical Solution for Dogs (prevents blood feeding by|
[and] (repels[ biting flies and mosquitces for [up to]) 4 weeks {a {ong] month)

Repels and kills mosquitoes for up to four (4] weeks

Prevents blood feading by mosquitoes

Repels and prevents {inhibits) blood-feeding by biting flies

Repels and kills mosguitoes often betore they have a chance to take a biood meal

[IPrevents blood-feeding ty] (Kills and repels[} mosquitoes

Repels biting flies

Repels ([annoying[[bothersome[{auisance]] biting fiies

Inhibits {{annoying[[bothersome [nuisancef) biting flies

[[Prevents[[inhibits[} blood-feeding by biting flies

Kills mosquitoas that may carry heartworm disease

Repels and kills mosquitos {Cilex spp, Ochferotatus spp, Aedes spp) which may vector heartworm [Dirofifana immitis} for
one month

[Lice and Mites]

" ® & B B B BB A B A

{Others)

Lice: EFFTIX™ Plus Topical Solution for Dogs can kill biting and chewing lice for a [one[ month. Apply monthly where lice
controt is consistently needed.

Mites: [EFFITtX“" Plus Topical Solution for Dags) aids in [the[ control of mites that may cause sarcoptic mange.

Mites: [EFFITIX™ Plus Topical Solution for Dogs) aids in [the[ control of sarcoptic mites

EFFITIX™ Plus Topical Solution for Dogs aids in {the] control of mites that may cause sarcoptic manga.

[When applied monthly), EFF{TIX™ Plus Topical Solution for Dogs aids in (the] control of sarcoptic mange.

Alds in {the] control of sarcoptic mange mite infestation

Kills chewing and biting lice !

(Also) Kils lice and aids in contrel of mites that may cause sarcoptic mange

{Also[ Kills lice and aids in control of sarcoptic mites

Controls existing chewing/biting lice infestations

Kills {[biting] [chewing)] lice

For control and prevention of ({biting) (chewingl| lice linfestations)

Stops existing [{biting] [chewing)) lice infestations

Prevents and controls [{biting] {chewing]) lice [infestations)

Provides effective control of ([biting) [chewing])] lice {infestations) .
Kills [[biting] {chewing][ lice and pravents further infestations

For control and prevention of {infestation){with] [[biting| [chewing)) lice

t {3, 6, 36) applicator(s) (tube{sD 0.5 mL { .0 mL, 2.0 mL, 4.0 mL, 8.0 mL)

t {2, 8, 36) applicator(s) (tubels]) 0.0t7 fi 0z {0.034 fi 0z, 0.088 fl oz, 0.135 1 0z, 0.203 §l 0z)

1 {3, 6, 38) apolicator(s) (tube[s]) 0.0t7 fi oz [0.5 mL), {0.034 fi 0z {1.0 mL}, 0.088 fl 0z [2.0 mL, 0.135 fl oz [4.0 mL), 0.203
fl oz [6.0mL)}

1 {2, 6, 36) applicator(s) {tube[s]) {eech) containing 0.017 ff oz [0.5mL] {0.034 fl oz [t.0 mL), 0.068 l oz [2.0 mL[, 0.135fi
oz (4.0 mL), 0.203 fl 0z (8.0 mL]

1 (3, 8, 36) applicator{s] {iube[s]}

1 (3, 8, 368) monthly dose{s) {application{s))

1 (3, 8, 36) applicator{s) {tube[s]) 1 {3. 6, 36) month{ly} dose(s) (application(s)

DO NOT USE ON CATS

This product is only for use on dogs and puppies 8 weeks of age or older and weighing 4 to 10.9 lbs, weighing 1 to 22,9
Ibs, weighing 23 to 44.9 Ibs, weighing 45 to 88.2 lbs, weighing 82 to 122 Ibs)

Easy and convenient application [applications|

Remains effective for a {one) month [4 weeks) tor fleas, flea eggs, flea larvae, flea pupae, ficks, mosquitces and biting flies
Stops existing infestations and prevents establishment of new infestations for fleas and ticks

Reinfestation of flaas, ticks and mosquitoes, [biting, chewing) lice and biting flies is prevented for a [ong[ month
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Convenient topical treetment for dogs

Quick onset of activity

Persistent efficacy through 30 days

Prevents [re-linfestation for ane month

Onca monthly application

Quick drying, non-greasy

{Convenient] [to use] Easy [to apply[ spot-on [topical] application
Fragrance [odot] free ’

No noticeable odors

Singte application lasts 4 weeks [one month] [30 days|

Easy to use applicator makes treatment simple [trouble free, smooth|
Convenient, easy to apply topical selufion

Convenient, easy to apply and fragrance free fopical solufion

Starts working by [on| confact

|tn] child-resistant packaging

Convenient [to use], easy to apply [topical solution)

EFFITIX™ Plus Topical Solution for Dogs remains effective after bathing, shampooing, water immersion, or sunfight
aYposure.
JWaterproof [remains effective after bathing and swimming] for up to four weeks [a month| [one month|
Remains effective after exposure to sunlight

Remains effective even after bathing, water immersion, or exposure 1o rain or sunlight
Remains effective aven after bathing |and swimming|

Remains effective after exposure to rain andfor sunlight

Still works after bathing, swimming or exposure to sunlight

Maintains residual efficacy after bathing and swimming

Remains effective after bathing [and swimming] [Ifor a month] [for ane month] [for up to four weeks|)
For dogs that enjoy the outdoors

For indoor and outdoor dogs

Convenient topical treatment for dogs who enjoy the ouldoors
Formulated for dogs that love the outdoors

For dogs that enfoy fhe outdoors

Sold by veterinarians

lllustration of flea life cycle

lustration of tick life cycle

lustration of mosgquito life cycle

llustration of mite life cycle

lustration of louse [ife cycle

llustration of flea

lllustration of tick

llustration of mosquito

Nustration of mite

lllustration of louse

Picture er llustrafion of a dog [or puppy]

Picture or illusfration of the Virbac logo

Picture or illustration of the primary package |applicator tubes)

& & & & & & & & B B & B B & B BB
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Virbac’s Master Label

Date 19 July 2012 Version US-19 EPA Reg. No. 2382-xxx
Fipronil+Permethrin+Pyriproxyfen Topical Solution for Dogs

Optional Text Appears In Brackets

EFFITIX™ PLUS ToPICAL SOLUTION FOR DOGS

Front, back and side panels

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING 4 TO 10.9LBS,
WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 88
T0 132 LBs).

Front panel and Back Panel

ACTIVE INGREDIENTS:

[+ O O OO OO P PSPPSR . |
Permethrin® . .. 44.8%
Pynproxy{en o 1.8%
TOTAL:. P PURPRERPRRY L1 [t Ko )/

* ms:‘trans rallo maxlmum 55% (i) cis and minimum 45% (i) trans

KEEP QUT OF REACH OF CHILDREN

CAUTION
READ ENTIRE LABEL BEFORE EACH USE
Back Panel

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
HAZARDS TO HUMANS

Harmful if svallowed or absorbed through the skin. Causes eye imitation. Avoid contact with skin, eyes, or clothing, Wash hands
thoroughly with seap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARES TO DOMESTIC ARIMALS
For external use on dogs ONLY.
Symbol on Front Panelf Symbol and text on Back panel

DO NOT USE ON CATS ~ IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS
PROBUCT MAY HAVE SERIOUS HARMFUL EFFECTS ]F THlS OCCURS CONTACT YOUR VETER]NARIAN
IMMEDIATELY. - - _ L SURR

Back Panel

Do not use on puppies under 8 weeks of age, Individual sensitivities, while rare, may occur after using ANY peslicide product. Dogs
may experignce some temporary irmitation at the site of produel application, If signs of sensilivity cceur, balhe your pet with mild soap
or shampeo and rinse wilk large amounts of water. If signs of sensitivity occur and persist, conlact a veterinarian immediately, If your
dog has an unusual reaclion to the inilial applicalion, consull & veterinarian before repeating application. Certain medications can
inleract wilh peslicides. Consult 2 velerinarian before using on medicaled, debililated, aged, preghant or nursing dogs, or animals
known to be sensitive to pesticide products.
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Back Panel (sIingle presentation on insert)

FIRST AlD

IF SWALLOWED: «  Call a poison ¢ontrol center or doclor immediately for treatment advice,

+  Have person sip a glass of water if able to swallow.

« Do not induce vomiting unless told 10 do $o by a poison control cenfer or doclor,
. Do not give anything to an unconscious person,

tFIN EYES: +  Hold eye open and rinse slowly and gently with water for 15-20 minutes.
. Remove contact lenses, if present, after the first & minutes, then continue rinsing eye.
+  Call & poison control center or doctor for treatmen! advica.

tF ON SKIN OR «  Take off contaminated clothing.

CLOTHING : +  Rinse skin immedialely with plenty of water for t5-20 minules.

«  Call a poison gontrol canter or doctor for treatment advice.

Have product container or label with you when calting a poison control center or doctor, or golng for treatment.
You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency
medicat treatment information or pesticide Incidents.

Inside flap {single presentation Insert only)

OIRECTIONS FOR USE

1t is a viclation of Federal law 10 use this product in any manner inc¢onsistent with its labelling. Do not allow children to apply product.
TO PREVENT HARM TO YOU AND YOQUR DOG, READ ENTIRE LABEL AND OIRECTIONS BEFORE EACH USE. FOLLOW ALL
OIRECTHONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON
CATS OR RABBITS, DO NOT USE ON OTHER ANIMALS,

00 NOT USE ON CATS.

FOR EXTERNAL USE ON DCGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks of age. Do not split tubes
between dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose formulated for the
weight of your dog. Overdosing your dog can result in serious iliness. Do not bathe your dog within the first 24 hours after the
product has been applied. If your dog is exhibiting signs of andfor is being treated for skin problems, talk to your veterinarian before
applying any topical flea and tick control product.

Oo not apply more often than once a {per) month {every 30 days)].

For use on DOGS and PUPPES 8 weeks old or older. To repel and kill fieas, ticks, and mosquitoes; to kill flea eggs, pupae and
larvae, lice, and to aid in control of mites; to repel and prevent bloocd feeding by biting flies. Apply monthly according to directions for
use.

APPLICATION DIRECTIONS
1. Remove one applicator from packaging.
Hold applicator upright and remove cap.
2. Invert cap and place other end back onto applicator tip.

Push cap down to break seal.
Remaove cap prior to treatment application.

3. Part dog's hair until skin is visibte.
Place applicator tip directly against exposed skin,

3a. For small dogs and pupples 8 weeks old or older welghing 4 to 10.9 Ibs or weighing 11 to 22.9 Ibs- Deposit
entire contents by squeazing the entire applicaler contents onlo dog's skin, at
a single site, between the shoulder blades as shown in diagram 3a.

3b. For medlum dogs 23-44.9 Ibs or large dogs 45-88.9 Ibs- Apply the product evenly to three spots on the dog's back,
sterting between the shoulder bladas and continuing on to the second and third spots as shown in diagram 3b,
squeezing the applicator until empty.

3c. For extra large dogs 89-132 Ibs- Apply the product evenly to four spots on the dog's back, starting between the
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3¢, squeezing the
applicator until empty.

Ensura that EFFITIX™ Plus Topical Solution for Dogs is not applied superficially on dog's hair.

EPA Reg. No. 2382-xxx page 2 of 7 - Pending Master labet Submitted August 3, 2012
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Insert

FREQUENCY OF APPLICATION

Fleas, flea ﬁ?gs, flea pupae, fiea larvae, ticks, {biting and chewing( and lice infeslations can be controlled with monthly applications
of EFFITIX™ Plus Topical Solution for Dogs. Biling flies and mosquiloes are [also] repelled by EFFITIX™ Plus Topical Sclution for
Cogs.

Fleas: EFFITIX™ Plus Topical Solution for Deogs can slart killing adull fleas within 6 hours and lasts for [up o) three months against
adult fleas, flea eggs and {lea larvae. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if re-
infestalion is Iik%l}r‘ .

Ticks: EFFITIX™ Plus Topical Solution for Dogs can kill ticks for at least a month. Apply monthly where tick control is consistently
needed.

Lice: EFFITIX™ Plus Topical Solution for Dogs can kill biting and chewing kce for [up Lo} 2 menth. Apply monthly where lica control
is consistenfly needed.

Mites: EFFITIX™ Plus Topical Solulion for Dogs aids in [the[ control of [sarcoptic mangel{mite infestalions thal may cause sarcoplic
mangel,

Biting flles and Mosqultoes: When applied monthly, EFFITIX™ Plus Topical Solution for Dogs {prevents bload feeding by) (and|
{repels) biting flies and mosquitoes for up lo 4 weeks (a [one) month). Kills mosquitoes for up to four weeks [a [onel month.

Notes: Wail al least 20 days before re-application of EFFITIX™ Plus Topical Solution for Dogs. Avoid contact wilh treated area until
dry.

Back Panel (single presentation on [nsert)
STORAGE AND DISPOSAL

Do not contaminate waler, food, or feed by slorage and disposal.
STORAGE: Store unused product in oniginal confainer only, oul of reach of children and animals.

PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable, Do nol reuse or refill this container. Offer for recycling, if available.
If partlally fllled: Call your local selid wasle agency for disposal instructions. Never place unused product down any indoor or
ouldoor drain.

Inglde Flap (single presentation on insert)
LIMITED WARRANTY AND DISCLAIMER

VIRBAC warranls this product only if it is used, stored and handled in accordance with the label instructions. The buyers and users
are solely responsible for all risks of use and handling of this product when such use and handling are conlrary to or differ from the
label instructions. To the exient permitied by applicable law, any damages anising from a breach of this warranty shall be limited to
direct damages only and shall not include any type of consequential damages.

How supplled: For easy and convenienl applicalion, EFFITIX™ Plus Topical Selution for Dogs is available in sizes for puppyfloy
dogs 8 weeks old or older and 4 1o 10.9 Ibs {0.017 02}(0.5 mL), small dogs 11 to 22.9 Ibs {0.034 fl oz)f{ 1.0 mL), medivm dogs 23-
44.9 [bs (0.068 fl 02)/{2.0 mL), large dogs 45-88.% Ibs (0,135 l oz)/{4.0 mL). and extra large dogs §3-132 Ibs (0.203 1l 02)/(6.0 mL).

Net Contents: 1 (3, & or 38) single-dose applicaler(s) per package containing 0.5 mL, (1mL, 2mL, 4mi or 6mL) 0.017 floz, {0.034 1]
oz, 0.068 fl oz, 0.t351 oz, 0.203 1l 02) {of solution).

{Detachable) calendar {monthly application) reminder stickers (with illustration of dog or puppyi(

Back Panel [single presentation on side panel)
EPA Reg. No. 2382-xx
EPA Est. No, 2382-FRA-1

VIRBAC AH, INC.

PO BOX 62059

FORT WORTH TX 7616 f
1-800-338-3659

Made in France
EFFITIX™ is a {rademerk of Virbac $.A.
Cuestions or comments? Call; 1-800-338-365%,
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Text for Front Panel, Back Panel, Inside Flap and Side Panel

See package inserifs) for directions for use and frequency of application
See package insen for directions for use and storage and disposal

See package insen for frequency of application and storage and disposal
Open resealable label for directions for use

Open resealable label for directions for use and storage and disposal
See back panel for additional precautionary stalements

See package insen{s) for frequency of application

See enclosed insens) for directions for use and storage and disposal
See enclosed inser[s) for directions for use

Lift here to open (LIFT HERE TO OPEN)

For Use on Dogs ONLY

Use GNLY on dogs

See inside flap for directions for use

Text for Foil of Blister package

Virbac

EFRTIX™ Plus Topical Solution For Dogs

Only for use on dogs (4 1o 10.9 1bs, 11 10 22.9 Ibs, 23-44.9 |bs, 45-88.9 |bs, 89-132 Ibs)/(0.017 0z ,0.034 |l 02,0.068 fl 0z, 0.1356fl 0z,
0,203 fl gz) [0.5 mL, 1.0 mL, 2.0 mL, 4,0 mL, 5.0rmL})

Caontains fipronil (6.0%), permethnin (44.88%), and pyrproxyfen (1.8%)
KEEP QUT OF REACH OF CH!LDREN

CAUTION

See full fabel for additional directions

EFA Reg. No. 2382-x0x

DO NOT USE ON CATS

CAT PROHIBITION ICON

Text for Applicator Tube

Vrbac

EFF{TIX™Plus

Topical Solution For Dogs

Only for use on dogs

{410 10.91bs, 1110 22.91b5 23-44.9 Ibs, 45-88.9 lbs, 88-132 Ibs)y

[0.017 fl oz, 0.034 fl oz, 0.068 fl oz, 0.135 1 oz, 0.203 floz) [ 0.5 mL {f.0 mL, 2.0 mL, 4.0 mL, 5.0mL})]
Containg fipronil (6.0%), permethrin (44.8%), and pyriproxyfen (1.8%)

KEEF OUT OF REACH OF CH!LDREN
CAUTION

See full label for additional directions
DD NQT USE ON CATS

EPA Reg. No. 2382-0:

CAT PROHIBITION ICON

MARKETING CLAIMS

[Muliiple infestations])

«  For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea pupae, flea larvae, licks, mosquitoes,
and lice.

«  [WhenApplied topically on a2 monthty basis, EFFTEX™ Plus Topical Solution for Dogs sepels and kills fleas, ticks and
maosquitees, kils flea eggs, flea larvae, (biting, chewing) lice, aids in the contre! of sarcoptic mites, and repels (and inhibits
blogd feeding by} biting flies and mosquilces.

»  [When) Applied topically on a monthly basis, EFFITIX™ Plus Topical Solution for Dogs repels and Kills fleas, ticks and
masquiloes, kills flea eggs, flea tarvag, (biling, chewing] lice, aids in the cantro! of mites that may cause sarcoplic mange,
and repels Jand inhibits bloed feeding by] biting flies and mesquitoes.

«  Foreasy and convenient application, EFFITIX™ Plus Topical Solution for Dogs is available in sizes for puppyftoy dogs |8
weeks old or older] and 4 {0 10.9 Ibs |0.17 fl 0z][0.5 mL[, small dogs 11 to 22.9 |bs [0.034 fl 02| .0 mL), medium dogs 23-
44,9 |bs [0.068 1l oz] [2.0mL[, targe dogs 45-88,%2 Ibs 10,135 1l 0z] 4.0 mL[ and extra targe dogs 89-132 Ibs [0.203 l oz]
16.0 raL|.

o EFFITIX™ Plus Topical Solution for Dogs contains the active ingredients fipronil, permethrin, and pyriproxyfen which
conirol infestations caused by fleas, flea eggs, flea pupae, flea larvae, ficks and lice; repel Jageinst) biting flies, and repet
and kill mosquitoes.

Kills fleas, flea eggs, flea larvae, ticks, lice and mosquiloes, repels biting flies and mosquitoes
Repels and kills fieas and licks

Repels fleas, licks, biling flies and mosquitoes

Kills and repels ticks

Fos the cantrol and prevention of flea, flea egg, flea pupae, flea larvag, Jand lice] infestations
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+  Research has shown that flea, flea egg, flea pupae, flea larvae, tick {biting and chewing) lice infestations, can be
controlled with rnonlh"l‘y applications of EFFITIX™ Plus Topical Solution for Dogs. Biting flies and mosquitoes are Jalso]
repelled by EFFITIX™ Plus Topica! Solution for Dogs,

+  Effective monthly application agains! fleas, flea eggs, fiea pupae, flea larvae, ticks and mosquiloes

+  Kills fieas, flea eggs, fiea larvae, ticks and mosquitoes for up to one month

= Monthly application is recommended for control and prevention of fleas, fiea eggs, flea pupae, flea farvae, ticks and
mosquitoes

= Long lasling flea, flea egg, flea pupae, flea larvae, tick and mosquito control for your pet

= EFFTX™ Plus Topical Solution for Dogs is indicated for the prevention and contro! of fleas, flea egygs, flea pupae, flea
larvae, ticks, biting flies, mosquitoes, and lice on dogs 8 weeks of age and older

= Helpsto relleve your dog's pain [discomfort] by controlling flea, flea egg, flea pupae, flea larvas, tick and lice infestations

+  Kills the vectors that may transmit Lyme disease, Rocky Mountain spolied fever, babesiosis, anaplasmosis, ehrlichiosis,
hepatozoonosis and heartworm disease.

+«  Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of sarcoptic mites

= Kills fleas, flea egys, flee larvae, ticks, mosquitoes, lice, and alds in controt of mites that may cause sarcoplic mange

+  Kills and repets fleas, licks, and mosquitoes.

{Fleas}

+  Fleas: EFFITIX™ Plus Topica! Sofution for Dogs can kill adult fleas in 6 howrs and adult fleas, flea eggs and flea larvae for
up o three months. Apply monthly if your dog has fleas that may cause {lea allergy dermatitis JFAD], or it reinfestation is
likely,

«  Kills newly emerged adult fleas prior 1o egg laying

Fleas, flaa eggs, and fiea larvae in the dog's environment are killed following contact with EFFITIX™ Plus Topical Solution
for Dogs

Prevent all immature flea stages in the dog's environment from developing

Sterilizes and kills [adu!f) fleas

Prevents all flea stages [adult fleas, fiea eggs, flea pupae and flea larvag]

Prevents development of all flea stages [flea eggs, flea pupae and flea larvae) for up 1o [3 months| [S0 days|

Dual Action: fipront! and permethrin to kill adult fleas and pyniprexyfen to kill flea eggs and flea larvas

With pyriproxyfen [IGR[" to break Jthe] flea life cycle

“insect growth regulator

Kills fleas [within & hours] that may transmit bartonellosis, [iularemiz] Jand tapeworm)

Kills fieas Jwithin & hours] that may transmit the following diseases: bartoneltosis, [fularaemia) (and tapeworm infestations]
Kills fleas [within & hours[ that may transmit the following diseases: bartoneltosis and lularemia

Rapid kill of fleas is important in the prevention of the following diseases: bartonellosis and tularemia

Arts to kill fleas that may transmit the following disease: bartonellosis and tularemia

Kills fleas that may serve as an intermediate host for tapeworms | Dipyficium caninum]

Kills fieas that may serve as an infermediate host for cysticercoids of tapeworms

Kills fleas that may serve as hosts for life cycie intermediates of tapeworms

Kills Jadult] fleas Jwithin & hours] that may cause Flea Allergy Dermalitis [FAD] Jor] [flea-bite anemia[

Fleas do not have to bite {o die

Controts highly [irritating] Jannoying] Jflea] bites

EFFTES™ Plus Topical Solution for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis]

The successive feeding activity of fleas on dogs may elictt a hypersensitivity skin disorder known as Flea Allergy
Dermatitis [FAD]

EFFITIX™ Plus Topical Sclution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis [FAD]

Kills fleas which [that] may cause flea-bile anemia

Effective monthly application against fleas, flea eggs, flea pupase, and flea larvae

Effective monthly controt of fleas, flea eggs, flea pupas, and flea farvae

Kills adult fleas for up to one month [4 weeks)

Pravents flea eggs from halching or developing into larvae or adult stages [for up to |90 days][3 months]]

Kills adult fleas, flea eggs, and flea tarvae for up to three months [12 weeks] however if your dog is susceplible to Flea
Allergy Dermalilis [FAD} it is recommended {o use monthly

Kills fleas, {lea eggs, and flea larvae

EFFITIX™ Plus Topical Solution for Cogs kills fleas, flea egys, flea pupae, and flea farvae on your dog

Once a month topical flea control for dogs and puppies 8 weeks of age or older

EFFITIX™ Plus Topical Sclution for Dogs is indicated for the prevention and control ot fleas, flea eggs, flea pupae, and
flea larvae on dogs and puppies 8 weeks of age and older

= Ona application prevents further flea infestations for up to (12 weeks] Jthree months]. Apply monthly if your dog has fleas
that may cause flea allergy dermatitis {(FAD], or if reinfestation is likely.

Monthly treatment [alf year] is recommended for confrol and prevention of fleas, flea eggs, flea pupae, and {lea larvae
Provides ongoing prolection against fleas and the following diseases; bartonellosis, [tularemia)]and tapeworm infestations]
they may fransmit for one month

Slops existing flea infestations by rapidly killing adult fleas, fiea eggs, and flea larvae

Iills fleas befora they lay eggs

Slops existing flea infestations by killing adult fleas, flea egys, and flea larvae

Prevents [Stops] re-infestations by killing adult fleas (before they tey eggs)

Treatment with EFFETX™ Plus Topical Solution for Cogs rapidly kills fleas which may cause flea allergic dermalitis |FAD]
or flea bite hypersensitivity

Controls flea problems

Provides flea protection

= Use flea [prevention] [protection| year-round

* B & & * B B & B b
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[Ticks)

Ticks: EFFITIX™ Plus Topical Solution for Doags can kill ticks for [up to) at least [one[ month, Apply monthty where tick
controt is consistently needed.

Kills and repels all stages of Brown dag ticks, American dog ticks, Lone Slar ficks, and Deer ticks [that may transmit Lyme
disease, Rocky Mountain Spotted Fever, babesiosis, ehdichiosis and anaplasmasis|

Kills ticks including Deer ticks [that mey transmit Lyme disease and anaplasmasis[, American dag ticks {that may transmit
Rocky Mountain Spotted Fever), Brown dag ticks [that may transmit ehdichiasis), and Lane Star ticks [that may transmit
hepatozaanasis| far up ta one month [4 weeks)

Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmasis|, American dog ticks [that may transmit
Racky Mountain Spotted Fever), and Brown dog ticks [that may transmit ehdichiasis) tor up to one month [4 weeks).

Kills Brown dog ticks [Rhipicaphalus sppl, American dog ticks {Dermacenfor varfabilis), Deer ticks [txodes spp) and

Lone Star ticks [Amblyamma americanum) far up to one manth [§ weeks).

Kills Lone Star ticks {Amblyomma amercanum) for 4 weeks {far up to one monthl.

Effective manlhly application against ticks

[Mosquitoes and biting flies)

L I R R R R I R R I I

Kills mosquitoes

Kills mosquitoes for up to 28 days Jfour weeks| [a [one) month[

Repels and inhibits bload feeding by biting flies and mosquitoes

Biting flies and mosquitoes: When applied monthly, EFFITIX™ Plus Topical Solution for Dogs [prevents blood feeding by)
[and] [repels] biting fies and mosquitoes tar [up to) 4 weeks [a [ana) manth]

Repels and kills mosquitoes for up to four [4] weeks

Prevents blaod feading by mosquitaes

Repels and prevents [inhibits] blood-feeding by bifing fies

Repels and kills mosquitoes often before they have a chance o take a blood meal

[[Prevents blood-feeding by) [Kils and repels|] mosquitaes

Repels hiting flies

Repels [[annoying[[bothersome|[[nuisance]] biting flies

Inhibits [[annaying[[bothersome [[nuisance[) biting flies

[[Preventsi[inhibits[) blood-feeding by biting flies

Kills mosquitoes that may carry heartworm disease

Repels and kills mosquites {Culex spp, Cchfervialus spp, Aedes spp] which may vector heartworm [Dirofitaria immiyis] for
ane manth

{Lice and Mitas]

*

* B B & B B B A B B B B K B A S

[Cthers]

L I T I

0

Lice: EFFITIX™ Plus Topica! Selution far Dogs can kill biting and chewing lice for a {ona) month. Apply monthly where lice
control is consistently needed.

Mites: [EF FITIX™ Plus Topica! Solution for Dogs) aids in [the) cantrol of mites that may cause sarcoptic mange.
Mites: [EFFITIX™ Plus Topical Solution for Dags] aids in [the) control of sarcoptic mites )

EFFITIX™ Plus Topical Solution for Dogs aids in {the] control of mites that may cause sarcoptic mange.
[When applied maonthly], EFFITIX™ Plus Topica!l Salution far Dogs aids in [the[ contro! of sarcoptic mange.
Aids in [Ihe] control of sarcoptic mange mite infestation

Kills chewing and biting lice

JAlsa] Kills lice and aids in control of mites that may cause sarcoptic mange

[Also) Kills lice and aids in control of sarcoptic mites

Cantrals existing chewing/biting lice intestations

Kills [{biting] {chewing][ lice

For control and prevention of [[biting] [chewingl] lice [infeslations)

Slops existing [[biting) {chewing][ lice infestations

Prevents and controls [[biting[ [chewing][[ lice Jinfestatians)

Provides effective contral of [[biting[ [chewing][ lice [infestations|

Kills [{biting] [chewing[] lice and prevents further infestatians

For controt and preventian of [infestation[[wilh] [[biling[ [chewing[] lice

1 {3, 6, 36) applicator(s} {tube[s)) 0.5 mL {1.0 mL, 2.0 mL, 4.0 mL, 6.0 mL)

1 [3, 6, 36) applicator[s) [tube[s)) 0.017 fl oz [0.034 fi oz, 0.068 fi oz, 0.135 f oz, 0.203 £ oz}

1 {3, 6, 36) applicator[s) [tube[s)) 0.017 fl oz [0.5 ml), [0.034 fl 0z [1.0 mL), 0.068 fl oz [2.0 mL), 0,135 11 oz {4.0 mL], 0.203
fl az [6.0 mL})

1 {3, 6, 36) applicator[s) [tube[s)) [each) containing 0.047 {l oz [0.5mL) {0.034 fl oz [1.0 mL), 0,068 fl 02)2.0 mL), 0.135 #
oz [4.0 mL[, 0.203 fl oz [6.0 mL]]

1 [3, 6, 36) applicator{s) {tube[s))

1 [3, 6, 36) monthly dase[s) [application[s])

1 {3, 6, 36) applicator{s) {tube(s)) 1 {3, 6, 36) month{ly) dose{s) {application[s)

DO NOT USE ON CATS

This product is only for use on dogs and puppies 8 weeks of age ar older and weighing 4 fa £0.9 Ibs, weighing 11 to 22.9
Ibs, weighing 23 to 44.9 Ibs, weighing 45 to 88.9 |bs, weighing 89 to 132 |bs)

Easy and convenient application [applications|

Remains effective for a [one) manth [4 weeks) for fleas, flea eggs, flea larvae, flea pupae, ticks, masquitoes and biling flies
Stops exisling infestations and pravents establishment of new infeslalions for fleas and ticks

Reinfestation of fleas, ticks and masquitoes, [biting, chewing| fice and biting fiies is pravented for a [ane[ manth

EPA Reg. No. 2382-xxx page 6 of 7 — Pending Master tabet Submitted August 3, 2012
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Convenient topical treatment for dogs

Quick onset of activity

Persistant efficacy through 30 days

Prevents [re-infestation for one month

Once monthly application

Quick drying, non-greasy

[Convenien] Jto use] Easy Jlo apply] spot-on [topical] application
Fragrance [odor] free

No noticeable odors

Single application lasts 4 weeks |one month] |30 days[

Easy to use epplicator makes {reatment simpte [froubte free, smooth]
Convenient, easy to apply topical sefution

Convanient, easy to apply and fragrance free topicat solution

Starts working by [on] contact

[In[ chitd-resistant packaging

Convenient Jto use], easy to apply [topical solution]

EFFITIX™ Plus Topicat Solution for Dogs remains effective afler bathing, shampooing, water immersion, or sunlight
exposure,

Waterproof [remains effective after bathing and swimming| for up to four weeks [a month] Jone meonth]
Remains effective after expasure to sunlight

Remains effective even after bathing, water immersion, or exposure {o rain or sunlight
Remains effective even after bathing [and swimming}

Remains effective after exposure to rain andfor sunlight

Still works after bathing, swimming or exposure o sunlight

Maintains residuat efficacy after bathing and swimming

Remains effective after bathing [and swimming] [|for 2 month] Jfor one month] Jfor up to four weeks][
For dogs that enioy the outdoors

For indoor and ouldoor dogs

Convenient topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enjoy the outdoors

Sotd by veterinarians

llustration of flea life eycle

llustration of tick life cycle

llustration of mosquito life cycle

Nustration of mite tife cycle

lllustration of louse life cycle

lllustration of flea

llusiration of tick

lustration of mosquito

llusiration of mite

lllustration of louse

Picture orillustration of a dog [or puppy][

Picture or illustration of the Virbac fogo

Picture or illustration of the primary package [applicator tubes}

EPA Reg. No. 2382-xxx page 7 of 7 - Pending Master labet Submitted August 3, 2012
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Pages 84-89*Confidential Statement of Formula may be entitled to confidential treatment*



Pleasa read instructions on raverse before completing form

e

Form Approved, OMB No. 2070-0080, Approval expires 5-31-98

SEPA

tUnhed States

Environmental Protection Agency

Washington, DC 20460

X1 Registration

Amendment
Other

OPP Identifier Number

Application for Pesticide — Section |

1. Company/Product Number

2. EPA Product Manager

Virbac AH, Inc./ 2382- o Richard Gebken
4. Comgannyroduct {Name) P #
EFFITIX™ PLUS Topical Solution tor Dogs 10

3. Proposed Classificafion

None D Restricted

5. Name and Address of Applicant {Include ZIP Code)

Virbac AH, Inc
P.C. Box 182059
Fort Worth, TX 76161

| | Check if this fs a new address

EPA Reg No.

6. Expedied Revilew. In accordance with FIFRA Section 3(c}{3)
(b)), my product is similar or identical in compasilion and labeling
to:

Product Name

Section -l

D Amendment — Explain below

D Resubmission in respense {o Agency letter dated

D Nofification — Explain below

Final printed la

Agency letter dated

"Me Toa" Appli

bels in response to

cation

Other — Explain below

Explanation: Use additional page(s) if necessary. (For Section | and Section 11.)

Application for EFFITIX PLUS new product registration. PRIA Category R310. Please fefer to attached letter.

Section Il
1. Material This Product Will be Packaged in:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes Yes Yes || Metal
Plastic, PETE
. No No X| No T Glass
*Certification must IfYes” No. per If "Yes” No. per E Paper
he submitted Uni! Packaging wat. container | Package wgt container Olher (Specify)
0.5 1.3,6,36
3. Location of Net Contents Information 4. Size(s) Relail Container 5. Lecation of label directions
Label Container 1, 3, 6 ml tubes Cn Label
X | On Label accompanying product
6. Manner in Which Label is Aflixed to Product | Lithograph [ | Other
| X | Paper glued
Stenciled
Section IV :

1. Contact Person (Compilete fems directly below for identification of individual fo be contacled. if necessary, 1o process this application.)
Name Title Telephone No. (Include Area Code)
Craig Parks, tS, DVii Vice President of Research and 682-647-3576

Developmenrt,

Virbac AH. Inc.

t coetify that the statements I have made on this form and all attachments theeeto are teue, accurate and eomplete.
t acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or
ble law

both under appli

Certification

2. Signature

gl

3. Title

Virbac AH, In¢.

Vice Presidenti ot Research and Development,

4. Typed Name
Craig Parks, MS, DV

5. Date
August 3, 2042

6. Date Application
Received

(Stamped)

EPA Form 8570-1 (Rev. 8-94) Previous cditions are obsolete,

While — EPA File Copy {Original)

Yellow — Applicant Copy
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Please read Instructions on reverse before completing form

Form Approved, OME Ho. 2070-0060, Approval explres 5§-31-98

X1 Registration
Amendment
Other

United States
SEPA

Environmental Protection Agency
Washington, DC 20460

OPP identifier Number

Application for Pesticide — Section |

t._ Company/Product Number 2. EPA Product Manager 3. Proposed Classification
Virbac AH, Inc./ 2382- ot Rlichard Gebken
4. Company/Product (Name) PN # None D Restricted
EFFITIX™ PLUS Topical Solution for Dogs 10
5._ Name and Address of Appllcant {Include ZIP Code) 5. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Virbac AH, inc {D)(i}, my produci Is similar or identical in composition and Isbeling
P.C. Box 162058 to:
Fort Worth, TX 76161 EPA Reg No.

Check if his is a new address Product Nama

Section -l

Final printed labels in response to

Agency letter dated
D “Me Too" Application

Other - Explain below

1 Amendment — Explain betow

D Resubmissicn in respense to Agency letier dated

D Notificatlon — Explain below

Explanation: Use additional page{s) if necessary. (For Section | and Section 1)

Application for EFF(TIX PLUS new product registration. PR(A Category R310. Please refer to attached letter.

Section [l
1. Material This Product Wiil be Packaged in:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes Yas Yes ] Metal

t X | Plastle, PETE
*Cartification must IF*Yes™ No. per If"Yes® No. per B Paper
he submitted Ur;it Packaging wat. To;gtl:?gr Package wgt container Other (Spacify)
0. 3,0
3. Location of Net Contents Informatlon 4, Size(s) Retail Container 5. Location of label directions
D Label Container t, 3, 6 mltubes On Label
X | On Lahel accompanying product
6. Manner In Which Label Is Affixed fo Product | | Lithograph || Other
| X | Paperglued
Stenciled
Section IV

t. Contact Person {Complele ftems directly below for identificalion of individual lo be contacled, if necessary, to process this application.)

Name Titie Telephone No. {Include Area Code)
Craig Parks, MS, DVM Vice President of Research and 582-647.3576

Development,

Virbac AH, Inc.

Certification

6. Date Application

1 certify that the statements 1 have mede on this form and aii atrachmenis thereto are true, securate and complete, Received

I acknowiedge that any knowingly faise or misieading statement may be punishabte by fine or imprisonment or

both under appiieabje fawv

2. Signature 3 Title (Stamped)

Vice President ot Research and Development,
/ . ﬁ f Virbac AH, Inc.
4. Typed Name 5. Date

Craig Parks, MS, DVM

August 3, 2012

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsotete.

Whitc — EPA Fite Copy (Original)  Yeliow — Applicant Copy
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i

*Commercial/financial information may be entitled to confidential treatment*

Invoice Date Invoice Description Gross Amount

Digcount Invoice Amount
07131208 13-JUL-12 REGISTRATION FEE EF! 4,807.00

Q.00 4,807.00

TOTALS 4,807.00 0.00 4,807.00

og :1 ff_‘ﬁ = ; ﬁlji, / o?‘z?zangﬁﬁgg f{smf{ rm | 10162@@76

28-891913

: 8205' ;
WOF%TH TEXAS 18161

OID IF NOT CASHED IN 90 DAY

. CHECK AMOUNT

W0

Semsarity bty .m_a_ifwwm Wamm_c‘; ST

WASHINGTON, DC 20036 - o e e Rt
. United States L . _ i

"-LDLEE?EB- . : : _ . e }

92



August 2, 2012

Richard Gebken, PM 10

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk (REGFEE)
Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: EFFITIX™ PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA);
New Product Application.

Dear Mr. Gebken,

Virbac Animal Health (Virbac AH, Inc. P. O. Box 162059, Ft. Worth, TX 76137,
(Company Number 2382) is liereby submitting an application to register the spot-on pesticide
product EFFITIX™ PLUS Topical Solution for Dogs.

This product contains the active ingredients fipronil at 6.0% w/w, permethrin at 44.8%,
and pyriproxyfen at 1.8 % w/w and is intended to control fleas, ticks, mosquitoes, and other
pests in dogs only.

As indicated on Form 8570-34, Virbac is using the selective method to address applicable
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93,
Virbac is issuing Offer to Pay letters to the submitiers of data not owned by Virbac and cited in
this application that were originally submitted to EPA within the past 15 years,

Below is a list of the components included with this application:

1. Cover Letter;

2. Transmittal Document;

3. Application for Pesticide Form 8570-1 for EFFITIX™ PLUS Topical Solution For,

4, Confidential Statement of Formula for EFFITIX™ PLUS Topical Solution for DSga;e

5. Data Matrix Form 8570-4 for EFFITIX™ PLUS Topical Solution for Dogs; A

6. Certification of Data Cltatlon Form 8570-34 For EFFITIX™ PLUS Topical Solutlonfor sraeee
Dogs; R ¢ '

7. Proposed Use Directions for EFFITIX™ Topical Solution for Dogs - 5 copies; eass’ *ettte

8. 3 copies of bound PR 86-5 compliant study reports supporiing registration; 3000 eeee

9. Waiver Request for Acute Inhalation Study (attached to Cover Letter); . eeses’

10.  Letter of Self-certification of Child-Resistant Packaging; Suste

11.  Copy of PRIA Check for category R-310 ($4807). -

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 e (800) 338-3659 »
Fax (817) 831-8327 93



Waiver Request
Registrant: Virbac Animal Health, Inc.
Acute Inhalation Study (OPPTS 830.1300).
Brandname: Effitix’ PLUS Topical Solution for Dogs.

The Effitix PLUS Topical Solution for Dogs product is composed of 6.0% w/w of
the active ingredient fipronil, 44.8% w/w of the active ingredient permethrin and 1.8%
w/w of the active ingredient pyriproxifen. This product is packaged in single use non-
refillable applicators that are intended for one time only spot-on applications to dogs.

The potential human inhalation exposure to this product is expected to be
neglible. Only very small amounts of product are applied per application, depending the
weight of the animal. Based on packaging considerations described in the proposed
product labeling, the maximum volume of Effitix PLUS Topical Solution that can be
administered at one time to a pet using the largest available applicator size is
approximately 6.0 ml. This application volume represents the worst case because it is the
dose that is recommended only for use on dogs weighing more than 89 pounds.
Therefore, according to the proposed label, a great deal of anticipated product use will
occur at much lower volumes on smaller dogs.

Furthermore, the measured vapor pressure of all three active ingredients fipronil
permethrin, and pyriproxifen are extremely low (2.8 x 10® mm Hg @ 25°C, 2.18 x 10°®
mm Hg @ 25 C, and 1.0 x 107 mm Hg @ 20° C, respectively) indicating that all three
active ingredients are essentially non-volatile and are therefore not expected to vaporize
from the skin of the treated animal following application. The active ingredients will
therefore not be available for inhalation after application according to label directions.
Finally, the method of applying the liquid product directly to the pet creates no
particulates, aerosols, or other respirable matter. Therefore, based on the criteria
provided by the Agency in 40 CFR 158.500, footnote 4 under the Toxicology Data
Requirements, a waiver of the acute inhalation study for these products is appropriate.

3200 Meacham Blvd. e Fort Worth, TX 76137 Telephone:  (817) 831-5030 » (800) 338-3659
Fax (817) 831-8327



August 3, 2012

Richard Gebken, PM 10

Office of Pesticide Programs (7504P)
1.8, Environmental Protection Agency
Document Processing Desk

Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subjec;r: Child Resistant Packaging Certification
EFFITIX™ PLUS Topical Solution for Dogs;
EPA Reg. No. 2382-TBA

Dear Mr. Gebken:
[ certify that the packaging used for the following product meets the standards of 40 CFR 157.32,
including the revised standards in 16 CFR 1700.15(b), when tested by the revised testing
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995).

» EFFITIX™ PLUS Topical Solution for Dogs (EPA Reg. No. 2382-TBA).

Should you have any questions about this letter, please do not hesitate to contact me via
telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com.

Sincerely,

o

Craig Parks, MS, DVM
Vice President, Research & Development
Virbac Animal Health, Inc.
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Form Approved OMB No. 2070-0060

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(@5 401 M STREET, S.W.
e WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregisiration and speciat review activities, including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden to: Diractor, OPPE tnformation Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, OC
20460. Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number . . ]
Virbac AH, Inc./ PO Box 162059 Fort Worth TX 76137/ telephone 682-647.3576 | EPA Registration Number/File Symbol

2382-NEW

Active Ingredient(s} andfor representative test compound(s) Fipronit, Date August 3, 2012
permethrin, pyriproxyfen

Product Name
General Use Pattern(s} {list all those claimed for this product using 40 CFR Part 158} EFFITI)I:"" PLUS Topical Solution for Dogs

indoor residential

NOTE: If your product is a f00% repackaging of ancther purchased EPA-registered product labeled for all the same uses on your label, you do not need
to submit this form. Yeu must submit the Formulators Exemption Statement (ERA Form 8570-27}

| am responding to & ata-Call-tn Notice, and have included with this form a list of companies sent offers of compensation {the Data Matrix form
|:| should be used for this purpose}.

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all methed of support, and have included with | am using the seleclive method of support (or cite-all option
|:| this form z fist of companies sent offers of compensation (the Data IZ' under the selective method), and have included with this form

Matrix form should be used for this purpose) a completed list of data requirements (the Data Matrix form
must be used),

SECTION #: GENERAL QOFFER TO PAY

[Required if using the cite-all method, or when using the cite-all option under the selective method to satisfy one or more data requirements]
l—l | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA

SECTION !ll: CERTIFICATION

| certify that this application for registration, this form for reregistration or this Data-Call-tn response is supported by all data submitted or cited in
the application for registration, the form for reregistration, or the Data-Call-tn response. tn addition, if the cite-all option or cite-atl option under the
selactive method is indicated in Section f, this application is supported by all data in the Agency's files that (1} concern the properties or effects of this
product or an identical or substantially similar product, or one or more of the ingredients in this product; and {2} is a type of data that would be required to
be submitted under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of
identical or similar composition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have
obtained the written permission of the original data submitted to cite that study.

| certify that for each study cited in suppert of this registration or reregistration that is not an exclusive use study, either: (a) | am the originat data
submitter; {b) | have obtained the permission of the original data submitter to use the study in support of this application; {¢} all periods of eligibility for
compensation have expired for the study; (d} the study is in ithe public literature; or () { have nofified in writing the company that submitted the study and
have offered {i} to pay compensation to the extent required by sections 3(c}{1){F) and/or 3{c)(2)(8) of FIFRA; and {ii} to commence negotiations to
determine the amount and terms of scompensation, if any, to be paid for the use of the study.

| certify that in 2ll instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1}F) andfor 3{c)(2)(B} of FIFRA are available and wilt be submitted to the Agency upon request. Should | fail to produce
such evidence to the Agency upon request, { understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in
conformity with FIFRA.

| certify that the slatements { have made on this form and alt attachments to it are true, acourate, and complete. | acknowledge that any
knowtngly fatse or misleading statement may be punishable by fine or Imprisecnment of both under applicable law.

Signature Date Typed or Printed Name and Title
Craig Parks
August3, 2012 | vijce President, R&D
- ,é{, Virbac Animal Health, Inc.

EPA Form 8570-34 (9-97) Electronie and Paper versions available. Submit only Paper version.
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*Product ingredient source information may be entitled to confidential treatment*
¢ {

Form Approved. OMB No. 2070-0060. Approval expires 5-31-98

Uniled States
F Environmental Profection Agency
\‘?EPA Washington, DC 20460
Formulator's Exemption Statement
{40 CFR 152.85)
Applicant’s Name and Address EPA File Symbol/Registration Number
Virbae Animal Health 2382-NEW
P. O. Box 162059 Produet Name
Ft. Woarth, TX 76137 EFFITIX™ PLUS Topical Solution for Dogs
Date of Confidential Statement of Formula (EPA Forin 8570-4)
July 12, 2012

As an authorized representative of the applicant for registration of the product identified above, I certify that:

(1) This preduct contains the following active ingredient(s):permethrin

(2) Ofthese, each active ingredient listed in paragraph (4} is present solely as the result of the use of that active ingredient in the
manufacturing, formulation or repackaging another product which contains that active ingredient which is registered under FIFRA
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be
labeled.

(3) Indicate by checking (A) or (B} below which paragraph applies:

(A} An accurate Confidential Statement of Formula (EP4 FORM 83570-4) for the above identified product is attached to this
statement. That formula statement indicates, by company name, registration number, and product name, the source of the
active ingredient(s) listed in paragraph (1)

OR

:l (B) The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete,
current, and accurate and contains the information required on the current CSF

(4) The following active ingredients in this product gualify for the formulator's exemption

Source
Aetive Ingredient Produef Name Registration Numbcer
Permethrin . F _
Pyciproxsfen P | S
Name and Title Date
. é ﬁ Viee President, Rescarch & Development August 3, 2012
Signature - f
EPA Form 8370-27 (Rev. §-95} White - EPA copy

Yellow - Applicant eopy

*ULS, GPO; 1995-388-820/20412
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*Product ingredient source information may be entitled to confidential treatment*

4

Form Approved, OMB No. 2070-0060. Approval cxpires 5-31-98

United States

"o Environmental Protection Agency
Ly EPA Washinglon, DC 20460
Formulator's Exemption Statement
(40 CFR 152.83)
Applicant's Name and Address EPA File Symbol/Registration Number
Virbac Animal Health 2382-NEW
P. 0. Box 162059 Product Name
Ft. Worth, TX 76137 EFFITIX™ PLUS Topical Solution for Dogs
Date of Confidential Statement of Formula (EP4 Form §570-4)
July 12,2012

As an authorized representative of the applicant for registration of the product identified above, 1 certify that:

{1) This product contains the following active ingredient(s):permethrin

{2) Of these, each active ingredient listed in paragraph (4} is present solely as the resuilt of the use of that active ingredient in the
manufacturing, formulation or repackaging another product which contains that active ingredient which is registered under FIFRA
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be
labeled.

(3) Indicate by checking {A)} or (B) below which paragraph applies:

{A) An accurate Confidential Statement of Formula (EP4 FORM 8570-4) for the above identified product is attached to this
statement. That formula statement indicates, by company name, registration number, and product name, the source of the
active ingredient(s) listed in paragraph (1)

OR

|:| (B) The Confidential Statement of Fermula {CSF) (EPA Form §750-4) referenced above and on file with the EPA is complete,
current, and accurate and contains the information required on the current CSF

{4) The following active ingredients in this product qualify for the formulator’s exemption

Source
Active Ingredient Product Name Registration Number
Permethrin F I
byriproxylea P |
Name and Title Date
. é ﬁ Vice President, Research & Development August 3, 2012
Signature j
EPA Form 8570.27 (Rev. 8-95) White - EPA copy

Yellow - Applicant copy

*U.8, GPO: 1995-388-820/20413
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*Product ingredient source information may be entitled to confidential treatment*

Form Approved. OMB No. 2070-0060. Approval expites 3-3[-98

Uniled Slales
£ Environmental Protection Agency
WEPA Washinglon, DC 20460
Formulator's Exemption Statement
(40 CFR 152.853)
Applicant's Name and Address EPA File Symbol/Registration Number
Virbac Animal Health 2382-NEW
P, O. Box [62059 Product Name
Ft, Worth, TX 76137 EFFITIX™ PLUS Topical Solution for Dogs
Datc of Confidential Statcment of Formula (EP4 Form 8570-4}
July 12, 2012

As an authorized representative of the applicant for registration of the product identified above, I certify that:

(1) This product contains the following active ingredient(s):permethrin

(2) Of these, each active ingredient listed in paragraph (4} is present solely as the result of the use of that active ingredient in the
manufacturing, formulation or repackaging another product which contains that active ingredient which is registered under FIFRA
Section 3, is purchased by us from another producer, and is labeled for at least eacli use for which my product is proposed to be
labeled.

(3} Indicate by checking (A) or (B) below which paragraph applies:

{A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this
slatement. That formula statement indicates, by company name, registration number, and product name, the source of the
active ingredient(s) listed in paragraph (I)

OR

|:] (B} The Confidential Statement of Fermula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete,
cutrent, and accurate and contains the information required on the current CSF

(4) The following active ingredients in this product qualify for the formulator’s exemption

Sonrce
Active Ingredient Product Name Registration Number
Permethrin F I
Pyriproxyfen F I
WNamge and Title Datc
. é ﬁ Vice President, Rescarch & Development August 3, 2012
Signaturc - j
EPA Form 8570-27 (Rev. 8.95} While - EPA copy

Yellow - Applicanl copy

*1U.5. GPO: [995-388-320/20413
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Farm Approved OMEB Ko, 2070-0060

Paperworlr Reinction Act Notice: The publie reporting burden for this colleetion of information is estimated to average 0.23 howrs per response for registration activitics and 0.25 houts per response
tor reregistration and special review activities, including time for reading the instruction and completing the neeessary fonns. Send comments regarding the burden estimalg or any other aspeet of this
colleetion of information, wncluding suggestions for reducing the burden te Dirceler: OPPE tnformation Management Division (2137) U S. Environmental Protection Agency, 401 M Streay, S W,

Washington, DC 20460. Do not send Lhe form {o Lhis address.

DATA MATRIX
Dale: July 31,2012 EPA Reg, No/File Symbol 2382-TBA Page 6 of tt
Applicant's/Registant’s Nome & Address Product:
Virbac AH, tne
PO Box 162059 EFFITIX "™ P'LUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161 :
|Ingedient: Fipronil, Permethrin. Pyriproxifen
Guideline Reference Number Guideline Study Nae MRID Number Subwmilter Status Notc
Efficacy and salcty data
«JFipr-onil
810.3300 Praduet Performance — Efficacy-Mange M53620504 Merial PAY
810.3300 Produet Performance — Efficacy-Manuge | 45620505 Merial PAY
810.3300 Product Perforinnnee — Efficney-Mnnge | [~45620506 Merial PAY
810.3300 Product Perfonuance — Efficacy-Miles 43444901 Merial QLD
810.3300 Product Performance — Efficacy-Mitcs -43577701 Merial QLD
810.3300 Produet Performance — Efficacy-Miles 43951701 Merial QLD
810.3300 Product Performance — Efficacy-Miles 45612701 Merial PAY
816.3300 Product Performaee — Efficacy-Mites 45620503 Merial PAY
810.3300 Praduct Perlormance — Efficacy-Miles 45866901 Merial PAY
810.3300 Produet Performance — Efficacy-Lice 45620501 Merial PAY
810.3300 Troduct Performance — Efficacy-Lice 45628101 Merial PAY
810.3300 Praduet Perforniance — Efficacy-Lice 45628102 Merial PAY
810.3300 Product Perfonnance — Efficacy-Lice 45628103 Merial PAY
810.3300 Product Performance — Efficacy-Lice 45628201 Merial PAY
810.3300 Produnet Performance — Efficacy-Mosgnito 45866902 Merial PAY
810.3300 Produet Perfonnance — Efficacy-Maosqnito 46019202 Merial TAY
810.3300 Produet Performance — Efficacy-Mosquito 46019201 Merial PAY
Signature Name and Title Date
/ X g , Craig Parks July 31,
il Vice President, Research & Development 2012

EI'A Form $315-35 |9-97) Elecironic and 1'aprr Versians Available. Submn anly Paper version,

Apcuey Inlernal The Copy
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Farm Approved OB No. 200[0-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
< 401 M Street, S W.
WASHINGTON, D.C. 20460
Paperworlc Reduelion Act Notice: The public reporting burden for (kis collection of information is eslimated lo average 0.25 hours per response for registration zctivilies and 0.25 hours per response
for rercgistration and special review activilies, including time for reading Ihe instruction and compleling Ihe necessary forms. Send eommens regarding the burden eslimote or any other aspeet of this
collection of information, including suggestions [or reducing (he burden (o Director: OPPE Inlormalion Management Division {2 137) U.S, Environmental Prolcction Ageney, 401 M Streel, S.W.,
Washington, DC 20460, Do not send lhe form (o 1his address,
DATA MATRIX
Date July 31, 2012 EPA Rcg. No./File Symbol 2382-TBA Pape 5 of (1
Applicant"s/Rcgisirant’s Name & Address Producl:
Virbac AH, Inc
1Y0 Box 162059 EFFITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
For Wonh TX 76161
|_Ingredient Fipronil, Permetbrin. Pyriproxifen
Guideline Reference Number Guideline Siudy Name MRID Nnmber Submitter Stalus | Nolc
Efficacy and safcty data
-Fipronil
810.3300 Product Perfonnance — Efficacy-flea ~449:12 106 Merial PAY
810.3300 Producl Perforntance - Efficacy-flea 1-45618501 Merial PAY
810.3300 Product Perlormmce — Efficacy-flea T 45620502 Merial PAY
§10.3300 Producl Performance — Efficacy-flea T 45620503 Merial PAY
810.3300 Product Performance — Efficacy-flea T 45628104 Merial . PAY
$10.3300 Produel Performance - Efficacy-flea 4 45628105 Merial PAY
810.3300 Produci Performance - Efficacy-flea " 45866901 Mecrial PAY
§10.3300 Product Performance - Efficacy-lick [ 43577712 Merial OLD
810.3300 Product Performance — Efficacy-lick 43121114 Moerial QLD
810.3300 Produci Performance - Efficacy-tick 43121115 Mecrial OLD
810.3300 Product Performance - Elficacy-lick 143121117 Merial OLD
$10.3300 Product Performance — Efficacy-tick N 43121122 Merial QLD
$10.3300 Product Perfonnance- Efficacy Bathing 43121118 Mcrial QLD
Signaturc Namc and Tille Date
/ . Z d Craig Parks July 31,

g Viee President, Rescarch & Development 2012

ETA Fomr8870-35 (997 El ic and Paper Veraipns Available. Subsmit only Paper version. Ageney Internzal Use Copy
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&

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

401 M Street, S.W.

Torm Approved OMEB No. 20 M0-0050

Paperwork Rednction Act Notice: The public reporting burden for this collection ol information is estimaled to average 0.25 hours per respionsc for registration activitics and 0.25 hours per response
for rercgisiration and special review aelivitics, including time for reading the instruction and completing the necessary forms. Scnd commems regarding the burden estiniate or any other aspect of this
collection of information, including suggestions for reducing the burden to Dircetor: OPPE information Management Division (2137) U.S. Environmental Protection Agency, 401 M Streel, S.W.,

Washingilon, DC 20460. Do nol send the forni lo this address.

DATA MATRIX
Date; July 31, 2012 El'A Reg. NofFile Symbol 2382-TBA Page 4 of 11
Applicant’s/Registrant’s Name & Address froduet:
Virbac A, Inc
PO Box 162059 EFFITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Wortli TX 76161
Ingredient; Fipronil, Permethrin Pyriproxifen
Guideline Referenee Number Guideline Sludy Name MRID Number Submitter Status Notce
Efficacy and salely data
-Fipronil
§10.3300 Product Perfonnance — Effieacy-llea 43121114 Merial OLD
810.3300 Pradugt Performance — Efficacy-flea 43121115 Merial QLD
810.3300 Product Perforniance — Efficacy-fica 4312106 Moerial QLB
810.3300 Produci Perforniance — Efficacy-fica 43121119 Merial - QLD
§10.3300 Product Performance — Efficacy-flen 43121120 Merial QLD
810.3300 Product Performance — Efficacy-fica 43121121 Merial QLD
810.3300 Produci P'erformance — Efficacy-fica 43121122 Merial QLD
810.3300 Produet Performance — Efficacy-flea 43444901 Merial OLD
810.3300 Product Ferforniance — Efficacy-flea 43571101 Merial QLD
810.3300 Product Perforniance — Efficacy-flca 43577712 Merial OLD
810.3300 Produet Perforniance — Efficacy-fica 43577713 Merial OLD
810.3300 Produci Performance — Efficacy-fica 43951701 Merial OLD
810.3300 Product Perforniance — Efficacy-flea 44088901 Merial OLD
810.3300 Praduet Perforniance — Efficacy-fica 44942011 Merial PAY
Signature Name and Title Date
/ . C(aig I‘arl_:s July 31,
i il ,éaé Yiee President, Rescarch & Development 2012

EPA Form §570-35 {9-97) Elechonie and aper Yersions Availablo. Submil only Paper version.

Ageney Internal e Copy
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&

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

Foem Approved OME No, 20100060

Paperwork Rednction Act Notice: The public reporting burden for this colleetion of infonnation is estimated to avernge 0.25 hours per responsc for registration activitics and 0.25 hours per responsc
for reregistration and special review activitics, including time for reading the instruction and compleling the necessary forms. Send comments regarding the burden estimate or any other aspeet of this
colleetion of information, including suggestions fer reducing the burden to Direetor; OPPE Informatien Management Division (2137) U.S. Environmental Protection Ageney, 401 M Street, S.W.,

Washington, DC 20460. Do not send the fonn to this address.

DATA MATRIX
Date; July 31, 2012 EPA Reg. No/File Symbol 2382- TBA Page 3 of (L
Applicant’s/Regislranl’s Naine & Address Product:
Virbac AH, Lnc
PO Box 162059 EFFITIX ™ TQPICAL SQLUTION FOR DGGS
Fort Worth TX 76 161
| Ingredient: Fipronil. Permethrin Py riproxifen
Guideline Referenee Number Guideline Sludy Name MRID Number Submitter Status Notc
Efficaey and Safety Data §
870.7200 Companion Animal safety 14 d pup study-1 48487302 Virbac All, Inc OWN
870.7200 Companion Animal safely-Beagle Dog b 48467117 Virbac All, Inc. OWN
870.7200 Companion Animal safety-14 d pup study-2 148467118 Virbac All, Inc. OWN
870.7200 Companion Animmal safely Summary 1-48467119 Virbac AH, Inc OWN
870.7200 Companion Aninal safety — Method Valid. {* 48467120 Virbae AH, Inc OWN
$10.3300 Product Performance —IFlea onsel of Action | 48510701 Virbac All, Inc OWN
810.3300 Product Perfonnanec - Rhipiciphalus action | 48467122 Virbac A, Inc. OWN
$10.3300 Producl Performance —D. variablis aclion 48467123 Virbac AH, Inc OWN
§10.3300 Produel Performance — Shampoo sludy 48467124 Virbac AH, Inc OWN
810.3300 Product Performance - Amblyoma efficacy | 48467123 Virbae ALL Inc OWN
$10.3300 Product Performance — Ixodes cificacy 484067120 Virbac AH, Inc. OWN
810.3300 Product Perfonnance - Mosguilo cfficacy 48467127 Virbac AH, Inc OWN
810.3300 Product Perfomance — Tick repellency 48467128 Virbae AH, Inc OWN
810.3300 Product Performance - Efficacy Summary 48467129 Virbac AH, Ine. OWN
Effieacy and Safely Data-
Fipronil
§70.7200 Companion Animal safety 43444905 Merial OLD
870.7200 Companion Auimal safcty 43577711 Merial QLD
§70.7200 Companion Animal safety 43863802 Merial oLD
870.7200 Companion Animal safety 43121110 Merial OLD
870.7200 Companion Animal safety 43121111 Merial oLD
870.7200 Companion Animal safely 45612702 Merial PAY
Signature Name and Title Date
Craig Parks Jnly 31,
.,.-/m?‘f 'éé Viccgl’msidcnt, Rescarch & Developmen 2(}{2

EPA Foma $570-35 (9-9% Electonie and Papee Version

5 Available. Subma ondy Paper version,

Agency nleenal Use Capy
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Form Appeoved OXAH No. Z2070-DDGD
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Aet Notice: The public reporting burden for this collection of infonnation is cstimated to average .25 hours pier response for regisiration activities and 0.25 hours per response
for rercgistration and speeial revicw activities, including time for reading the instruction and completing he neeessary forms. Serd comments regarding the burden cstimate or any other aspect of this
colleetion of informalion, ineluding suggestions for redneing the burden to Dircetor: OPPE Information Management Division (2137} U.S. Enviromnental Prolection Agency, 401 M Street, S.W.,
Washington, DC 20460. Do not send the form 1o this address,
DATA MATRIX
Datg; July 31,2012 EPA Reg. NoJ/File Symbol 2382- TBA Page 2 of L
Applicant’s/Registrant’s Name & Address Product;
Virbac AH, Inc
PO Box 162059 EFFITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Worlh TX 76161
Ingredient: Fipronil, Permethrin, Pyriproxifen
Guideline Reference Number Guideline Study None MRID Number Submitier Status | Note
Produel Chemistry 830 Scrics Group B Test Guidclines
830.7100 Viscosily New Submission Virbac AN, Inc. OWN
830.6319 Miscibility Virbac AlLL Inc NR
830.6320 Corrosion characicristics To Be Conducied Virbac AH, Inc. OWN
830.6321 Dicleetric breakdown vollage Virbac All, Inc NR
830.7000 pH New Submiission Virbac AH, Iuc. OWN
830.7300 Density, bulk densily, or specific pravily New Submission Virbac AH, Inc OWN
830.7320 Parlicle Size distribution Virbae All, Ine, NR
40 CFR 158.340 Toxicolopy Data Requirements
870.1100 Acule oral loxicily New Submission Virbac All, Inc. OWN
870.1200 Acule dermal loxicily New Submission Virbac All, Inc OWN
§70.1300 Acule inhalation loxicily Waiver requested Virbac AH, Inc. OWN | waiver
870.2400 Primary ¢ye irritation New Subinission Virbac AH, Inc OWN
870.2500 Primary dermal irritation New Submission Virbac All, Inc. OWN
870.2600 Derinal scusilizalion New Submission Virbac All, Inc OWN
Signalure Name and Title Dalc
Craig Parks July 31,
/ . é f Yice President, Research & Development 2012
a7

EPA Form 9570-15 19+97) Elecironie and Pape: Yeisions Avzilable. Submit only Paper version,

Ageney lureenal Use Copy
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Farm Appreved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduetion Acl Natice: The public reporting burden for this collection of inforiuation is estimaled to average 0.25 hours per response for registration aclivitics and 0.25 hours per response
for rercgistration and special review activitics, including tinte for reading the instruction and compleling thie neecssary forms. Send coirments regarding The burden estimale or any other aspeel of this
collection of infomiation, including supgestions for reducing the burden 1o Diteelor; OPPE Information Management Division (2137) U.S. Environmental Proleclion Ageney, 40t M Street, SW.,

Washinglon, DC 20460, Do nol send the form 1o 1lis address.

DATA MATRIX

Date: July 31,2012 EPA Reg. No fFile Symbol 2382- TBA Page Lof Lt
Applicant’s/Registrant’s Name & Address Produet:
Yirbac AH, tne.
PO Box 162059 EFFITEX ™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 7616t
Ingredient: Fipronil, Permethein. Pyriproxifen
Guideline Refercuce Nuwber | Guidcline Study Nane | MRID Nuniber Subutitter Status | Nole
Product Clicmisiry 830 Scries Group A Test Guidelines
330.1550 Product Ideutity and Coluposition New Subniission Virbac AH, Inc. OWN
§30.1600 Degeription of Malerials Used New Submissiou Virbac AH, Inc OWN
830.1620 Descriplion of Production Process New Subuission Virbac AH, Inc. OWN
830.1650 Description of Foruwlalion Process” New Submission Virbac AlL Inc QWN
830.1670 Description of Formatiou of Imputities New Submission Vitbac AH, Inc. OWN
830.1750 Certilicd Limits New Subniission Virbac AL, Inc QWN
8301700, 830.1800 Aualytical Mcilied New Submission Virbac AH, Inc. OWN
Produet Clicuiistry 838 Series Groap B Test Guidelines
830.6302 Color New Subiuission Virbag AH, Inc OWN
830.6303 Physical Stale New Submission Virbac AH, Tuc. OWN
830.6304 Odor New Submission Virbac AH, Inc OWN
830.6313 Mctal Stability Virbac AH, Inc. NR
§30.6314 Oxidation/reduction New Subuwission Virbac Al Inc QWN
830.6315 Flammability New Submission Virbac AL, Ine. OWN
830.6316 Explodabilily Virbac Al Inc NR
§30.6317 Storage stability To Be Condueted Vitbac AH, Inc. OWN
Signatute Name and Tille Dale

Craig Parks July 31,

Vice President, Research & Development 2012

)

EPA Fornr85%0-3119-97) Elecironic and Papes Versians Available. Subauit only Paper versien

Ageney Internal Lse Capy
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Form Approved OMIE No. 2070-0350
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
WASHINGTON, D.C. 20460
Paperwork Reduction Act Natice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activitics and 0.25 hours per response
for rercgistration and special review activitics, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden cstimate or any other aspect of this
collection of information, including suggestions for reducing the burden to Dircetor: OPPE Information Maaagement Division (2137) U.S, Environmental Protcction Agency, 40t M Strect, 3.W.,
Washington, DC 20460, Do not send the form to this address.
DATA MATRIX
Date July 31, 2012 EPA Reg. No/File Symbol 2382-TBA Page 7of Lt
Applicant’s/Registrant’s Name & Address Product:
Virbac AH, Inc
PO Box 162059 EFEITIX ™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredient: Fipronil, Permethrin, Pyriproxifen
Guideline Reference Number Guideline Study Name MRID Number Subnsittcr Status | Note
Efficacy and Safety Dala-
Permethrin
870.7200 Companion Aniinal salety 41056906 Coopers Animal Ilealth, Inc OLD
§70.7200 Compartion Animal salety 41953201 Coopers Anial Health, Inc. OLD
870.7200 Companion Animal safely 43137201 Ilartz Mountain Corporation OLD
§70.7200 Conipanion Aninal salety 43447101 Hartz Mountain Corporation OLD
§70.7200 Companion Animal safety 43396408 ECTO Development Corporation OLD
870.7200 Companion Animal salety 43612601 ECTO Devclopment Corporation OLD
§10.3300 Pradnet Performance - Efficacy 41038802 Cooper’s Animal Health QLD
810.3300 Product Performance - Efficacy 41038803 Cooper’s Animal Health QLD
§10.3300 Product Performance - Efficacy 43137202 Hartz Mountain Corporation OLD
§10.3300 Product Perlormance - Efficacy 43137203 artz Mountain Corporation OLD
§10.3300 Product Performance - Efficacy 43396409 Ecto Development Corporation OLD
§10.3300 Product Performance - Efficacy 433964110 Ecto Development Corporation OLD
8§10.3300 Product Performance - Efficacy 46006002 Wellmark PUR
§10.2300 Produet Performanace - Ellicacy 41683903 Ecto Developmenl Corporation OLD
§10.3300 Produel Perfonnance - Efficacy 43111607 Hartz Mountain Corporation OLD
310.3300 Product Performance - Efficacy 43396409 Ecto Development Corporation OLD
§10.3300 Product Performance - Efficacy 43396410 Ecto Development Corporalion OLD
§10.3300 Product Perforivance — Efficacy-Biting Fly 46978901 Baycr Healtheare LLC PAY 11-13-06
Signature Name and Titte Date
Craig Parks July 31,

/c;-?; 1644&- Viccg!‘rcsidcnt, Rescarch & Development 20]3’2

LPA Foom §570-35 19-97) Electronic and Paper Versians Available, Submil only Paper version. Agracy Inlrmal Ure Capy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

&

WASHINGTON, D.C. 20460

401 M Street, S.W,

Form Approved OME No, 2010-0050

Paperwork Reductiom Act Noliee: The public reporting burden for this collection of information is cstimated to average 0.25 hours per response for registration activitics and 0.25 hours per responsc
for rercgistration end speeial revicw activitics, including time for reading the instruction and eompleting the nceessary forms. Send conments regarding the burden cstimate or any other aspect of this
collection nf information, including supgestions for reducing the burden lo Director, OPPE Information Management Division (2 137) U S, Environmenial Protcction Agercy, 401 M Strect, S W,

Washington, C 20460. Do not send the form to this address.

DATA MATRIX
Dale; July 31,2012 EPA Rep. No/File Symbol 2382-TBA Papc 8 of L1
Applicant’s/Registrant’s Name & Address Produet:
Virbac ALl Inc
PO Box 162059 EFFITIX ™ TOPICAL SOLUTION FOR DOGS
Fort Worth TX 76161
Ingredient; Fipronil, Permethrin. Pyriproxifen
Guideline Reference Number Guideline Study Name MRID Nuber Submitier Stalng Nole
Efficacy and Safely Data-
Pzrmethrin
8103300 Product Perforinance - Efficacy 42236901 Coopcr’s Animal Health, Inc. QLD
810.3300 Product Performance - Efficacy 43306409 Lclo Development Corporation OLD
810.3300 Product Performance - Efficacy 43396410 Ecto Develepmient Corporation OLD
Effreacy and Safcly Dala-
Pyriptoxifcn
870.7200 Companion Animol safety 43396403 Ecto Development Corporation QLD
870.7200 Companion Animal Salctly 43612601 Ecto Development Corporation OLD
870.7200 Companion Aninal Safety 44900902 Virbag AL Inc. OWN
870.7200 Conipanion Aninal Saicty 44900903 Virbac All, lac. OWN
870,7200 Companion Animal Salety 42178309 Sumiteme Chemieal Company, Lid. OLD
810.3300 Product Performance - Efficacy 44900904 Virbac Al lnc. OWN
310.3300 Product Performance = Efficacy 45020601 Virbac AH, Inc. OWN
Sipnature Nare and Title Date
/ . z 4 Cr_aig Parl_:s July 31,
Loy Vice President, Rescarch & Development 2012

El'A Form $570-35 19-97) Elccironic and Paper Yeions Available. Submil only Poper version,

Ageney Inlernsl Use Copy

—
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&

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Forn: Approved 0B No. 2020-0050

Paperwork Reduction Acl Nolice: The public reporting burden for this colleetion of information is estimated to average 0.25 hours per response for registration activities and §.25 hours per response
for rercgistration and special reviewy activilics, including time for reading the instruction and completing the necessary forms. Send commients regarding the burden cstimate or any other aspect of this
collection of information, including suggestions for educing the burden 1o Dircetor: OPPE Information Managemenl Division (2137) U.S. Environmental Prolection Agency, 4010 M Street, S.W,

Washinglon, DC 20460. Do not sensd the form 1o this address.

DATA MATRIX
Date: July 31,2012 EPA Reg. No.fFile Symbal 2382-TBA Page 9 of 11
Applicant’s/Registrant’s Nante & Address Product;
Virbac AH, Inc
PO Box 162059 EFFIT(X ™ PLUS TOPICAL SOLUTION FOR DOGS
Fort Werth TX 76161 .
| Ingredient: Fipronil, Permethrin Pyriproxifen
Guideline Reference Nuinber { Gnideline Study Naime MRID Number Submitier Stalus | Note
Child Resistant Packaging
40 CFR 157 Evalustion of the 1ml Applicator Tube with 1.0 ml water, 1 applicator | 48467130 Virbac AT, Inc. OWN
1ube test as a Poison Prevention *ackage for Virbae SA
40 CFR 157 Evaluation of the 1ml Applicator Tube with 1.0 ml waler, 3 applicator | 48467131 Virbac AH, Inc OWN
1ubes test as a Poison Prevention Package for Virbac SA
40 CFR 157 tivaluation of the 1nil Applicator Tube wilh 1.0 ml water, 6 applicalor | 48467132 Virbae All, Ine. OWN
{ubes 1¢s1 45 2 Poison Prevention Package for Virbac SA
40 CFR 157 Evaluation of the 1ml Applicator Tube with 1.0ml waler, 36 48467133 Virbac Al Inc OWN
applicator lubes 1csl as a Poison Prevention Package for Virbae
40 CFR 157 Evaluation of the 3nil Applicator Tube with 2.0ml water, 1 applicalor | 4846713:] Virbac AH, Inc. OWN
tube test as a Poison Prevention Package for Virbac SA
40 CFR 157 Evaluation of the 3ml Applicater Tube with 2.0mil watcr, 3 applicalor | 48467135 Virbac Al lue OWN
Tithes 1251 as a Poison Prevention Package for Virbac SA
40 CFR 157 Evaluation of the 3ml Applicator Tube with 2.0ml water, 6 applicator | 48467136 Virbac All, Inc. OWN
{ubcs test a5 a Poison Prevention Package for Virbae SA
Signalure Name and Title Date
/ . g . Craig Parks July 31,
- Vice President, Rescarch & Development 2012

TPA Form 5570-35 {9-07| Il eelronie and Paper Vetsians Availalle, Subnsil only Papeeversion,

Agoieey Internal Use Copy
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Form Apptoved OME No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

S 401 M Street, S.W.
WASHINGTON, D.C. 20460

Ifapcrwork Rednetian Aet Notiee: The public reporting burden for this collection of information is cstimated to average 0.25 hours per response for 7egistration activities and 0.25 hours per response
for rercgistration and special review activities, including tinw for reading the instruction and completing the necessary forms. Scnd comments regarding the burden cstimate or any other aspect of this
collcetion of informatien, including suggestions for reducing the burden te Dircetor; QPPE (nformation Management Division (2 137) U.S. Enviramnental Pralection Agency, 401 M Street, S W,
Washington, DC 20460. Do not send the form to this address,

DATA MATFRIX
Datc: nly 12,2012 EPA Reg. NoJFile Symbol 2382-TBA Page (B ol Lt
Applicant’s/Registrant’s Namc & Address Product:
Virbac AH, 1nc
PO Box 162059 EFFITIX ™ PLUS TCPICAL SOLUTION FOR DOGS
Fort Worlh TX 76161
Ingredient: Fipsonil, Permethrin. Pyriproxifen
Guideline Guideline Study Name MRII> Number Submitter Status Note
Reference Number
40 CFR 137 Evaluation af the 3ml Applicator Tube with 2.0ml water, 36 applicalor 48467137 Virbac All, Inc. OWN
tubes test as a Poison Prevention Package for Virbac SA
40 CFR 157 Evaluation of the 6ml Applicater Tube with 4. Oml water, | applicator 48467138 Virbac All, Inc OWN
tube test as a Poison Prevention 'ackage for Virbac SA
40 CF12 157 Evaluation of the 6ml Applicator Tube with 4.0ml water, 3 apphicator 48467139 Virbac All, Inec. OWMN
tubes test as a Poison Prevention Package for Virbac SA
40 CFR 137 fvaluation of the 6ml Applicator Tube with 4.0ml water, 6 applicator 48467140 Virbac A, Inc OWN
lubes test as a Poison Prevention Package for Virbac SA .
40 CFR 157 Evaluation of the 6ml Applicator Tube with 4.0ml water, 36 applicator 48467141 Virbac A, Inc. OWN
tubes test as a Poison Prevention Ifackage for Virbac SA
40 CF1R 157 Evalation of the 6 ml Applicator Tube with 6.0ml water, | applicator 48467142 Virbac AH, Inc OWN Yol 43
tube tesl as a Poison Prevention Packape for Virbac SA
Signature Name and Title Date
Craig Parks T duly 34,
-/“‘7; »‘g‘é- Vicchmsidcnt. Research & Development 20 IyZ
EP A Fotnn 8570-35 (9-97} Electronic and Papee ¥ersions Available. Submit only Papet version. Ageuty Inlernal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S. W,
WASHINGTON, D.C. 20460

Farm Approved OMB Mo, 20 0060

Paperwork Reduction Act Notice: "The public reporting burden for this colleetion of information is cstimated to average 0.25 hours per responsc for registration activitics and .25 hours per response
fer reregistration and special review aclivities, including time for reading the instruction and completing the necessary forms, Send comments regarding the burden estimate or any other aspect of this
colleetion of information, including suggestions for reducing (he burden (o Direclor: OPPE Information Management Division {2137} U.S. Environmental Protcction Agency, 401 M Strect, S W,

Washington, DC 20460. Qo not send the form to this address.

DATA MATRIX
Dale: July 31,2012 EPA Rep. NoJ/File Symbol 2382-TBA Bage LLof L1
Applicant’s/Registrant’s Nanie & Address Prodnct:
Virbae AH, Ine
PO Box 162059 EFFI'f1X ™ PLUS (OPICAL SOLUTION FOR DOGS
Forl Worth TX 76161
|_Ingredient: Fipronil, *ermethrin, Pyriproxifen
Gnideline Reference Guideline Study Name MRID Number Submitter Status | Note
Nnmber
4 CFR 157 Evaluation of the 6 ml Applicator 'fube with 6.0ml water, 3 applicator 48467143 Virbac AH, Ine. OWN
tubes test as a Poison Prevention Package for Yirbae SA
40 CFR 157 Evaluation of the 6 m1 Applicator Tube wilh 6.0ml water,6 applicator | 48467144 Virbae AH, lnc OWN
tubcs test as a Poison Prevention Package Virbac SA
40 CFR 157 Evaluation of the 6 ml Applicator ‘Tube with 6.0ml water,36 applicator | 48467145 Virbac AH, 1nc. OWN
lubes lest as 2 Poison Prevention Package Jor Virbae SA
40 CFR 157 Evaluation of the 1 m1 Applicator Tube with 0.5 ml avaler, 1 applicater | 18095215 Virbae All, Inc. OWN
tube tcst for Child-Resistant Effcctivencss
40 CFR 157 Evaluation of the 1 m1 Applicator Tube with 0.5 ml water, 6 48095210 Virbac Al], Ine OWN
applicators tube test for Child-Resistant Effectlivencss
40 CFR 157 Evaluation of the 1 ml Applicator Tube wilh 0.5 ml waler, 36 48095217 Virbae Al Ine OWN
applicators wbe lest for Child-Resistant Effectivencss
40 CTFR 157 Evaluation of the 1 m1 Applicator Tube wilh 0.5 ml waler, 1 applicator | 18095218 Virbae All, Ine OWN
tube tesL for Senior-Use Effcctivencss
40 CI'R 157 Evaluation of the 1 ml Applicator ‘fube with 0.5 ml water, & AR095219 Virbac AH, lnc OWN
applicators lube test for Senior-Use Effectivencss
40 CFR 157 Evaluation of the 1 ml Applicator Tube with 0.5 ml water, 36 48095220 Virbac AH, Inc OWN
applicators wbe Lest for Senior-Use Effeetivencss
40 CFR 157 Evaluation of the tmi] applicator (ube with 0.50 ml water, 3 applicator | 18110018 Virbae Al], Ine OWN
tube 1est for Child-Resistant Gifectivencss
4 CFR 157 Evaluation of the 1ml applicator tube with 0.50 ml water, 3 applicator A8410019 Virbac Al], Inc OWN
lube test for Senier-Use Effectiveness
Sipnature Mame and Title Date
Craig Parks July 31,
/ g Vice President, Research & Development 2012
oy 4L

EFA Fotm 5570035 1997} Elecirane and Maper Viersions Avatlable. Submit only Paper version,

Agensy Inleemal Use Copy
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Virbac Effitix Plus

8/2/12

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Virbac Animal Health, Inc. (EPA Company Number 2382)

P.Q. Box 162059

Fort Worth,

TX 76161

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is an application to register an end use product named EFFITIX™ Plus Topical Solution

for Dogs.
SUBMITTAL DATE:
August 2, 2012
VYolume | Study Name (Lab Reference Number) MRID
TRANSMITTAL DOCUMENT 48896300
1 Product Specific Chemistry For 48866301
Effitix™ Plus Topical Solution for Dogs
2 Quantification of the Active Ingredients
Fipronil, Permethrin and Pyriproxifen in Five 48896302
Batches by Validated Methods
3 Determination of the physic-Chemical Property
Appearance (Color, Physical State, and Odor) 48896303
(D42327)
4 Determination of Oxidation/reduction;
Chemnical Incompatability (D42305) 18896304
5 Determination of the Physico-Chemical Property
“Flash Point” (D42316) 48896303
& Determination of the Physico-Chemical Property
Viscosity (D42272) 48896306
7 Determination of the Physico-Chemical Property
pH (D42294) 48896307
8 Determination of the Physico-Chemical Property
Relative Density (D42283) 48896308
9 Acute oral toxicity (D42171) ~ 48896309
10 Acute dermal toxicity (D42182) ~ 48896310
11 Primary eye irritation (D42193) > 48896311
12 Primary dermal irritation (D42202) ™ 48896312
13 Dermal sensitization (D42215) ™ 48896313
14 Summary of Efficacy Data For
Effitix™ Plus Topical Solution for Dogs 48896314
15 Summary of Companion Animal Safety Data 48896315
For Effitix™ Plus Topical Solution for Dogs
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*Commercial/financial information may be entitled to confidential treatment*

{. y
Invoice Data Invoice Description Gross Amount Discount Invoice amount

07131208 13-JUL-~12 REGISTRATION FEE EF! 4,807.00 0.00 4,807.00

TOTALS 4,807.00 0.00 4,807.00

.V.Iﬂﬁﬂc )4)4 N Jmcmaucmswnﬁx NA . 1016205'@76

BALLAS. T4
Osm,mrdy “‘Ne. 9?33 £3-08/1112

S PO BOX 162050 - o
FT WORTH, TEXRS ?5151 :
f._{B‘i?) 831 4030 :

p,;,} - Pour Tho sand Exght Hundrcd Seven Dollars And’ Zcro Cents

" VOID IF NOT CASHED IN 90 DA

_ _DAT_E _ . _ CHECK AYOUNT

loui-tz - weAREE0 00

or ot USEPA
ATTN J'ﬂVIBARRON ;
i 1150 CONNECTICUT AVE NW,_STE#IIOO R R T {,' SSE
WASHINGTON, DC 20036 - A T - AGJHORIZEDSIG!'M‘T‘UF!E
. United States .

“-LDLEE?E"-”“ e DR

Soomity bratees o eghpded Temisankadh. .
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Pages 113-114*Confidential Statement of Formula may be entitled to confidential treatment*





